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PESTICIDE FOOD SAFETY ACT OF 1988 



THURSDAY, JULY 28, 1988 

House of Representatives, 
SuBcoBCBcrrTEE ON Department Operations, 

Research, and Foreign Agriculture, 

Committee on Agriculture, 

Washington, DC. 
The subcommittee met, pursuant to notice, at 9:26 a.m., in room 
1302, Longworth House Office Building, Hon. George E. Brown, Jr. 
(chairman of th^ subcommittee) presiding. 
Present: Representatives Staggers, Espy, Roberts, and Grandy. 
Staff present: Francie Monaghan, clerk; William A. Stiles, Jr., 
James A. Davis, and John J. Aguirre. 

OPENING STATEMENT OF HON. GEORGE E. BROWN, JR, A REPRE- 
SENTATIVE IN CONGRESS FROM THE STATE OF CALIFORNIA 

Mr. Brown. The subcommittee will come to order, and I would 
note that it is 3 minutes before the announced time for our begin- 
ning. Unfortunately, due to a confluence of circumstances over 
which the subcommittee has no control, we are forced to make 
some changes in the hearing planned for this particular subject. 

And what we intend to do is as follows. We will hear Dr. John 
Moore and his testimony and spend as much time as is necessary 
elucidating his wise counsel, and commenting on it. And then we 
will ask, with great regret, the remaining witnesses if they can 
return at a later date which we have tentatively set for a week 
from today, Thursday, August 4, at 2 p.m., in room 1300. 

The reasons for this are that practically all of the members of 
the committee will be involved in the discussion of tlie drought bill 
which will be on the floor at 10 o'clock this morning or shortly 
thereafter. And that includes our distinguished rankmg minority 
member who will be playing a leading role in that, and it may even 
include the chairman, who will be playing a minor role in that. 

And we feel that it would be unfair to the witnesses to try and 
give them the consideration that they are entitled to in view of the 
conflict that this presents to us. So all we can do is apologize pro- 
fusely and hope that they will be able to return a week from today 
so that we may continue with this extremely important subject and 
develop a position on it as quickly as possible. 

Now I regret very much that this is necesscuy, but we will have 
to proceed on that basis. With that understanding, I invite Dr. 
Moore to come to the table and present his testimony. I might note 
that this is probably the last time that we will ever see Dr. Moore 

(1) 
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in his role as Assistant Administrator for Pesticides and Toxic Sub- 
stances 

Mr. Roberts. I am glad you added that last part, Mr. Chairman. 

Mr. Brown. Since he has accepted a higher position as Deputy 
Administrator of EPA. I will use this occasion to congratulate him 
on this presumed promotion. I do not know whether it will contrib- 
ute to improving the quality of his life or not, but certainly his ex- 
isting position has not been one free from stress and pain. So we 
hope that the promotion will be some improvement. 

Mr. Roberts. Would the chairman 3deld? 

Mr. Brown. I would be happy to 3deld. 

Mr. Roberts. I have in my opening statement several paragraphs 
extolling the virtues of Dr. Moore, as we have gone through our 
various responsibilities on this subcommittee, and I would like to 
rather than making that statement, in the interest of time, simply 
have permission to include my full statement in the record at th^ 
point. 

Mr. Brown. Without objection, that will be the order, and of 
course, I will expand on my remarks about Dr. Moore in the record 
as well. 

[The prepared statement of Mr. Roberts follows:] 
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OPENING STATEMENT 

THE HONORABLE PAT ROBERRTS 

HEARING ON 

H.R. 4937, "PESTICIDE FOOD SAFETY ACT OF 1988 

Mr. Chairman, thank you very much for scheduling this 
Important hearing today. We cannot shy away from the complex 
and arcane provisions of the laws at issue today. The matters 
of food safety and pesticide regulation are, and should be, a 
high priority for the agriculture community. 

The regulations, laws, and the agencies that govern the 
manufacture, sale, and use of pesticides do not carry with them 
the public's confidence. As a direct consequence, people fear 
pesticides as they a're now used in crop production, for the 
control of pests at work and home, and to preserve the value of 
our nation's woodlands. This paucity of confidence offers an 
enticing target for advocacy groups and politicians who 
constantly denigrate the safety of our food supply for their 
own purposes. The Subcommittee on Department Operations, 
Research, and Foreign Agriculture (DORFA) sits at the 
intersection of these complex issues. I firmly believe we have 
the Jurisdictional tools to unify the regulatory patchwork 
governing the use of pesticides, and provide for the consistent 
regulation of pesticides wherever they are used in our 
environment. 
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For the last seven years, and as ranking minority member 
of the DORFA Subcommittee I have strained to sort through and 
help resolve the pest control and food safety problems facing 
our nation. The DORFA Subcommittee has conducted Innumerable 
oversight hearings Into how existing law and policy should be 
changed to help EPA and FDA do a better Job of protecting the 
public health. We have drafted, debated, and passed a 
substantial body of legislation, very little of which has 
become law. 

In May of 1987, the National Academy of Sciences (NAS), 
released a report, '^Pesticide Residues In Food: the Delaney 
Paradox." This report details the extent of the regulatory 
gridlock now trapping EPA due to the disconnect between two 
statutes — the principal pesticide regulatory law, the Federal 
Insecticide, Fungicide, and Rodentlclde Act (FIFRA), and the 
Federal Food, Drug, and Cosmetic Act (FDCA), the main statute 
governing the safety of food products, drugs, and medical 
devices. EPA cannot employ consistently rational standards of 
risk when setting pesticide tolerances for various foods. 
Despite these problems In the abstract, the authors of the 
report confirmed In no uncertain terms a conslstenly Ignored 
fact — no other nation can match the marvel of the United 
States food supply. In quantity, soundness, or safety. 
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The NAS report made several conclusions and 
recommendations which consititute the intention of H.R. 4937. 
I would like to reiterate two of the reports most pertinent 
insights: 

Pesticide residues in food, whether marketed. in raw or 
processed form or governed by old or new tolerances, 
should be regulated on the basis of consistent 
standards. Current laws and regulations governing 
residues in raw and processed food are inconsistent with 
this goal, (p. 11). 

A negligible risk standard for carcinogens in food, 
applied consistently to all pesticides and to all forms 
of food, could dramatically reduce total dietary exposure 
to oncogenic pesticides with modest reduction of 
benefits, (p. 12). 

I am confident that the implementation of the NAS 
report's recommendations would garner EPA and FDA a higher, 
broader, level of public confidence for their regulatory 
decisions. 
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Mr. Chairman, I am delighted — Indeed proud — you 
agreed to Join me In co-sponsoring H.R. 4937, "The Pesticide 
Food Safety Act of 1988," a bill that I believe goes straight 
to the heart of the problems that have so often frustrated us. 
Let me also say I sincerely look forward to further discussion 
and review of another Important bill addressing this topic 
Introduced Just a month ago by our colleague and friend from 
California, Congressman Henry Waxman. Mr. Waxman and his 
colleagues have also conducted In-depth hearings over many 
years on these problems, and his bill contains a number of 
significant new proposals for changes In regulatory policy that 
deserve a careful assessment In the context of FIFRA. 

I am also anxious to hear from Dr. Jack Moore, EPA's very 
able Assistant Administrator for Pesticides and Toxic 
Substances and soon to assume the responsibilities of Acting 
Deputy Assistant Administrator. With his leadership, EPA 
deserves credit for recognizing the need to act on these 
Issues. First, by Initiating the May 1987 NAS report, and 
secondly, by developing an action plan to Implement the 
report. We In the agriculture community eagerly await the 
unveiling of that plan and want to assist the agency In the 
discharge of Its regulatory responsibilities. 
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Mr. Chairman, the purpose of H.R. 4937 Is twofold: to 
Implement the NAS report with respect to pesticide registration 
and tolerance setting, and to accelerate USDA's research and 
extension efforts in Integrated pest management (IPM). A 
renewed national commitment to IPM, the content of Title III of 
my bill, is clearly the best way the government can begin to 
help free our farmers from the recurrent threat of economic 
disaster brought on by unanticipated, unpredictable 
chemo-phobia, which is only rarely Justified by a 
scientifically sound assessment of pesticide risks. 

The pesticide tolerance provisions in Title II of the 
bill propose no major overhaul of the FDCA. In keeping with 
the NAS report, these provisions straight forwardly provide for 
the consistent regulation of pesticide residues for all food 
products . 

The NAS panel pointed out that pesticide residues which 
concentrate in processed food are regulated under section 409 
of the FDCA. Section 409 permits absolutely no consideration 
of a pesticide's benefits, even if they are extraordinarily 
high, and without exception prohibits tolerances for pesticides 
that have been found to Induce cancer in man or animal, even 
when the risk of cancer, from a scientific perspective, is 
essentially nil. 
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Pesticide residues on raw agricultural commodities, on 
»the other hand, are regulated under section 408 of the FDCA, 
which permits consideration of benefits, as well as the actual 
safety of a pesticide. 

The NAS panel also determined that the consistent 
application of a one In a million standard of safety, known as 
negligible risk, for all oncogenic pesticides — new and old — 
and to all forms of food, could dramatically reduce dietary 
exposure to potential carcinogens with modest loss of 
benefits. My bill Implements this finding by establishing 
under section 408 a consistent standard of safety for pesticide 
chemicals, which according to validated tests and other 
evidence raise prudent concerns of oncogenic risk. Also, the 
bill firmly positions all pesticides on the same regulatory 
plane, providing for the equal treatment of old and new 
chemicals . 

For example. Title I, assures that a rereglstratlon of an 
older pesticide under FIFRA Is the functional equivalent of an 
Initial registration for a new pesticides, and It mandates that 
sound scientific data needed to carry out risk assessments on 
both new and old pesticides will be submitted to the agency and 
reviewed In a timely manner. 
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In other words, my bill eliminates the bias against new 
chemicals by requiring applicants of rereglstratlon to sustain 
the same burden, based on equally complete and modern data, as 
applicants for a new registrations. 

The negligible risk concept of Title II of the bill Is 
patterned on the risk standard applied by FDA In regulating the 
safety of food additives. FDA has concluded that It Is 
possible, using conservative methods of quantitative methods of 
risk assesment and taking Into account all relevant scientific 
evidence, to Identify levels of exposure to oncogenic residues 
that are safe under the protective standard embodied In the 
FDCA*8 section 409. It Is, of course, never possible to 
establish scientifically the absolute absence of risk for any 
food substance or, for that matter, any chemical exposure or 
other human activity. FDA's judgement, however. Is that 
upper-bound risks of one In a million over the lifetime of the 
exposed population, when calculated using currently accepted, 
conservative methods of risk assessment. Is the functional 
equivalent of no risk at all. That Is the concept adopted In 
this bill. 
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In Its final recommendation, the NAS panel pointed out 
that much of the potential exposure to oncogenic residues In 
processed food Is concentrated among a relatively small number 
of compounds, many of which were registered prior to 1978. The 
subsequent advances of technology available to pesticide 
regulators, and more stringent standards of risk suggest that 
the safety data for these older chemicals should be reviewed. 
The panel thus recommended that EPA focus Its energies on 
reducing actual and potential risks from the most worrisome 
pesticides on the most consumed crops. My bill helps EPA In 
this area by specifically authorizing the Agency to promulgate 
tolerances posing somewhat greater than negligible risk If such 
action allows the Agency to substantially reduce other risks to 
man or the environment posed by another, frequently older 
pesticide chemical used to control the same pest on the same 
crop. The bill also helps by more fully Integrating the food 
safety provisions of FIFRA and the FDCA. In fact. It goes 
further by mandating Important changes In the rereglstratlon 
process which should finally provide EPA the tools and 
authorities needed to bring the persistent backlog of older 
pesticides Into compliance with contemporary scientific risk 
assessment methods and health protection standards. 
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Lastly, H.R. 4937 acts on another unmistakable reality. 
Mother nature and her pests will continue to challenge 
producers for the very food on our table. This bill authorizes 
an important new integrated pest management research and 
education initiative targeted toward crops that may be minor in 
terms of acreage grown, but which can be major in terms of a 
balanced, healthy diet, as well as potential dietary exposure 
to residues in food. 

Mr. Chairman, in the eyes of our farm organizations and 
the individual producer, nothing is more important than the 
confidence of the consumer in the safety of our food supply. 
As a farm state Congressman, no prospect worries me more than 
the notion that the fear of pesticide residues would or could 
determine the kinds of foods purchased at the local grocery 
store . 

I view the NAS report as a watershed study and a 
blueprint for change in the processes and policies governing 
pesticide residues. The agriculture community should embrace 
the report and encourage the elevation of safety standards 
through the rational and consistent regulation of pesticide 
residues. 
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Mr. Brown. While we have had our occasional differences, he 
has made an outstanding contribution in his role as Assistant Ad- 
ministrator for Pesticides and Toxic Substances, and his relation- 
ship with at least this part of the Congress has been extremely 
good. So with these words, you may proceed. Dr. Moore. 

[H.R. 4937 follows:] 
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100th congress 

2d Session 



H. R. 4937 



Entitled the "Pesticide Food Safety Act of 1988" 



IN THE HOUSE OF REPRESENTATIVES 

June 28, 1988 
Mr. Roberts (for himself and Mr. Bbown of California) introduced the following 
bill; which was referred jointly to the Committees on Agriculture and Energy 
and Commerce. 



A BILL 

Entitled the "Pesticide Food Safety Act of 1988". 

1 Be it enacted by the Senate and House of Representa- 

2 lives of the United States of America in Congress assembled, 

3 That this Act may be cited as the "Pesticide Food Safety Act 

4 of 1988". 

5 SEC. 2. EFFECTIVE DATE. 

6 Except as otherwise specified in any other provision of 

7 this Act, the amendments made by titles I, 11, and 11 of this 

8 Act shall take effect on the enactment of this Act. 
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1 TITLE I— PESTICIDE REGISTRATION 

2 SEC. 101. REFERENCE. 

3 Whenever in this title an amendment or repeal is ex- 

4 pressed in terms of an amendment to, or repeal of, a section 

5 or other provision, the reference shall be considered to be 

6 made to a section or other provision of the Federal Insecti- 

7 cide, Fungicide, and Rodenticide Act. 

8 SEC. 102. REREGISTRATION OF PESTICIDES. 

9 Section 3 (7 U.S.C. 136a) is amended as follows: 

10 (a) Amend subsection (g) to read as follows: 

1 1 ''(g) Reeegisteation of Pesticides. — 

12 "(1) Responsibilities of eegisteants and 

13 Administeatoe. — It shall be the responsibility of 

14 each registrant to apply for the reregistration of his 

15 pesticide within the time period provided in paragraph 

16 (3) or (4), as appropriate. The Administrator shall 

17 review the data after receipt of the appUcation and 

18 shall, as expeditiously as possible, but not later than 

19 the date provided in paragraph (3) or (4), as appropri- 

20 ate, either reregister the pesticide in accordance with 

21 subsection (c)(5), or notify the registrant of his determi- 

22 nation that it does not comply with the provisions of 

23 the Act in accordance with subsection (c)(6): Providedy 

24 That the Administrator shall permit sufficient time for 

25 applicants to obtain any requested additional informa- 

•IIR 4987 IH 
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1 tion. In reviewing an application for reregistration of a 

2 pesticide under this paragraph, the Administrator shall, 

3 at the same time, consider the adequacy of regulations 

4 promulgated for such pesticide under the Federal Food, 

5 Drug, and Cosmetic Act. 

6 "(2) Denial hearings. — In the event a hearing 

7 is requested following issuance of a notice of denial 

8 under subsection (c)(6), the registration of the pesticide 

9 whose reregistration is the subject of the notice of 

10 denial shall be permitted to continue in effect until the 

11 Administrator makes a final decision under section 6(b), 

12 except that the Administrator shall remain free to initi- 

13 ate appropriate action to suspend such registration 

14 under section 6(c) or section 3(c)(2)(B) of this Act: Pro- 
lb vide. That the denial hearing shall be completed and 

16 the Administrator shall make a final decision within 

17 three hundred and sixty days after issuance of the 

18 notice that gave rise to the hearing. The time limit im- 

19 posed by this paragraph may not be extended, except 

20 in exceptional circumstances in which such extension is 

21 essential for a fair and accurate determination of pivot- 

22 al facts central to the proceeding. In no event may 

23 such time Umit be extended more than one hundred 

24 and eighty days. Failure to complete a hearing and 

25 make a final decision within the time period prescribed 

•HR 4937 IH 
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1 by this paragraph shall be grounds for a civil action in 

2 a district court of the United States seeking an order 

3 to establish a schedule requiring the prompt completion 

4 of the hearing, but shall not be grounds for termination 

5 of the hearing or for making a final decision respecting 

6 the pesticide that is the subject of the hearing. 

7 "(3) Post-1978 begisteations. — With respect 

8 to pesticides containing active ingredients that are ini- 

9 tially registered or reregistered under this Act after 

10 September 30, 1978, a complete application for rereg- 

11 istration shall be submitted no later than at the end of 

12 the eleven-year period which begins on the date of its 

13 last registration or reregistration, and the Administra- 

14 tor shall act on such applications no later than at the 

15 end of the twelve-year period which begins on such 

16 date, except that for pesticides registered as of the ef- 

17 fective date of this Act, the application for reregistra- 

18 tion shall be submitted by the date provided in this 

19 paragraph or by December 31, 1994, whichever is 

20 later, and the Administrator shall act on such applica- 

21 tions by the date provided in this paragraph or by 

22 December 31, 1995, whichever is later. 

23 "(4) Pee-1978 begisteations. — With respect 

24 to pesticides containing active ingredients that were 

25 initially registered under this Act on or before Septem- 
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1 ber 30, 1978, a complete application for reregistration 

2 shall be submitted when required by the Administrator, 

3 but in any event no later than December 31, 1994, 

4 and the Administrator shall act on such applications 

5 within one year of the date of submission, but in any 

6 event no later than December 31, 1995: Providedy 

7 That, to the extent appropriate, 'any pesticide that re- 

8 suits in a post-harvest residue in or on food or feed 

9 crops or in a residue in or on processed food shall be 

10 given priority in the reregistration process. 

11 "(5) Reregistration as functional equiva- 

12 LENT OF registration. — For all purposes under this 

13 Act, the reregistration of a pesticide shall be the func- 

14 tional equivalent of the registration of a pesticide, in- 

15 eluding registration under special circumstances under 

16 subsection (c)(7). 

17 "(6) Funding. — To implement the program of re- 

18 registration under this subsection, there are authorized 

19 to be appropriated such sums as may be necessary for 

20 each fiscal year beginning on October 1, 1988 through 

21 September 1995.". 

22 (b) Add at the end thereof the following new subsection 

23 (h): 

24 "(h) Food Use Pesticides. — In making any determi- 

25 nation under this Act concerning unreasonable adverse ef- 

•HR-4937 IH 
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1 fects on the environment of any pesticide that results in a 

2 post-harvest residue in or on food or feed crops or in a resi- 

3 due in or on processed food, the Administrator shall consider 

4 the ways in which the consumer may be affected by such 

5 residues and any other ways in which the consumer may be 

6 affected by the same pesticide/*. 

7 SEC. 103. CANCELLATION. 

8 Section 6(a) (7 U.S.C. 136d(a)) is amended to read as 

9 follows: 

10 *'(a) Special Responsibilities and Authoei- 

11 TIES. — 

12 "(1) Cancellation after expiration of 

13 PERIOD FOR REREGiSTRATiON. — The Administrator 

14 shall cancel the registration of any pesticide at the end 

15 of the applicable period provided under section (3)(g) of 

16 this Act unless the registrant, or other interested 

17 person with the concurrence of the registrant, before 

18 the end of such period submits a timely application for 

19 reregistration as required thereunder. The Administra- 

20 tor shall publish in the Federal Register, at least 

21 ninety days prior to the expiration of such period, 

22 notice that the registration will be canceled unless the 

23 registrant or other interested person with the concur- 

24 rence of the registrant can establish, in accordance 

25 with regulations prescribed by the administrator, that a 

•HR 4937 IH 
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1 timely application for reregistration has been 

2 submitted. 

3 *\2) Infoemation. — If at any time after the reg- 

4 istration or reregistration of a pesticide the registrant 

5 has additional factual information regarding unreason- 

6 able adverse effects on the environment of the pesti- 

7 cide, he shall submit such information to the Adminis- 

8 trator. 

9 *'(3) Existing stocks. — The Administrator may 

10 permit the continued sale and use of existing stocks of 

11 a pesticide whose registration is canceled or whose re- 

12 registration is denied under this Act to such extent, 

13 under such conditions, and for such uses as the Admin- 

14 istrator may specify if the Administrator determines 

15 that such sale or use is not inconsistent with the pur- 

16 poses of this Act and will not have unreasonable ad- 

17 verse effects on the environment: Provided^ That in no 

18 event shall the continued sale of a pesticide be allowed 

19 for more than one year after the effective date of a 

20 cancellation or denial notice or order issued under this 

21 section, except that the Administrator may, in extraor- 

22 dinary circumstances, extend this period if the Admin- 

23 istrator deems such extension to be in the public 

24 interest. 
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1 TITLE n— PESTICIDE RESIDUES 

2 SEC. 201. REFERENCE 

3 Whenever in this title an amendment or repeal is ex- 

4 pressed in terms of an amendment to, or repeal of, a section 

5 or other provision, the reference shall be considered to be 

6 made to a section or other provision of the Federal Food, 

7 Drug, and Cosmetic Act. 

8 SEC. 202. DEFINITIONS. 

9 (a) Pesticide. — 

10 (1) Section 201(q) (21 U.S.C. 321(q)) is amended 

11 to read as follows: 

12 **(q) The term 'pesticide chemical' means any substance 

13 which alone, or in chemical combination with, or in formula- 

14 tion with one or more other substances, is a "pesticide'' 

15 within the meaning of the Federal Insecticide, Fungicide, and 

16 Rodenticide Act (7 U.S.C. 136 et seq.), and which is used in 

17 the production, storage, or transportation of a raw agricultur- 

18 al commodity or processed food. The term may include, as 

19 deemed appropriate by the Administrator, any active or inert 

20 ingredient of a pesticide or any substance present in or on a 

21 raw agricultural commodity or processed food as a result of 

22 the metabolism or other degradation of a pesticide.". 

23 (2) Section 201(s)(l) (21 U.S.C. section 321(s)(l)) 

24 is amended to read as follows: 
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1 "(1) a pesticide chemical in or on a raw agricul- 

2 tural commodity or processed food; or". 

3 (3) Section 201(s)(2) (21 U.S.C. section 201(s)(2)) 

4 is amended to read as follows: 

5 ''(2) a pesticide chemical to the extent that it is 

6 intended for use or is used in the production, storage, 

7 or transportation of any raw agricultural commodity or 

8 processed food; or". 

9 (b) Other Definitions.— Section 201 (21 U.S.C. 

10 321) is amended by adding at the end thereof the following: 

11 "(bb) The term 'processed food' means any food other 

12 than a raw agricultural commodity. 

13 "(cc) The term 'Administrator' means the Administrator 

14 of the Environmental Protection Agency.". 

15 SEC. 203. ADULTERATED FOOD. 

16 Section 402(a)(2) (21 U.S.C. 342(a)(2)) is amended to 

17 read as follows: 

18 ''(2)(A) if it bears or contains any added poisonous 

19 or added deleterious substance (other than one which is 

20 (i) a pesticide chemical, (ii) a food additive, (iii) a color 

21 additive, or (iv) a new animal drug) which is unsafe 

22 within the meaning of section 406; 

23 ''(B) if it bears or contains a pesticide chemical 

24 which is unsafe within the meaning of section 408(a); 
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1 "(C) if it is, or it bears or contains, any food addi- 

2 tive which is unsafe within the meaning of section 409; 

3 or 

4 "(D) if it is, or it bears or contains, a new animal 

5 drug (or conversion product thereoO which is unsafe 

6 within the meaning of section 512; or". 

7 SEC. 204. TOLERANCES OR PESTICIDE CHEMICALS. 

8 Section 408 (21 U.S.C. 346a) is amended as follows: 

9 (a) Amend the title of the section to read as follows: 

10 "TOLERANCES FOR PESTICIDE CHEMICALS". 

11 (b) Insert the phrase "or processed food" inmiediately 

12 following the phrase "raw agricultural commodity" wherever 

13 it appears throughout the section, and insert the phrase "or 

14 processed foods" immediately following the phrase "raw ag- 

15 ricultural conmiodities" wherever it appears in subsections 

16 (b)and(c). 

17 (c) Amend subsection (a) by inserting after "added to" 

18 the following: "or present in". 

19 (d) Amend subsection (a)(2) by inserting after "with re- 

20 spect to use" the following: "or presence". 

21 (e) Amend subsection (b) to read as follows: 

22 "(b)(1) The Administrator shall promulgate regulations 

23 establishing, modifying, or revoking tolerances with respect 

24 to the use or presence in or on raw agricultural commodities 

25 or processed foods of poisonous or deleterious pesticide 
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1 chemicals and of pesticide chemicals which are not generally 

2 recognized, among experts qualified by scientific training and 

3 experience to evaluate the safety of pesticide chemicals, as 

4 safe for use, to the extent necessary to protect the public 

5 health: Provided, That for pesticide chemicals found by the 

6 Administrator to raise prudent concerns of oncogenic risks on 

7 the basis of a validated test and other evidence, such toler- 

8 ance shall not be established or left in effect above a level 

9 that the Administrator deems to be associated with a negligi- 

10 ble risk to human health, except as otherwise provided under 

11 paragraph (2) of this subsection. In establishing any such reg- 

12 ulations, the Administrator shall, consistent with paragraph 

13 (2) of this subsection, give appropriate consideration to the 

14 risks and benefits of such action including, among other rele- 

15 vant factors — 

16 "(A) the necessity for the production of an ade- 

17 quate, wholesome, and economical food supply; 

18 "(B) the other ways in which the consumer may 

19 be affected by the same pesticide chemical, including 

20 its presence in or on other raw agricultural conunod- 

21 ities and processed foods, or by related substances that 

22 are poisonous or deleterious; and 

23 ''(C) to the opinion submitted with a certification 

24 of usefulness under subsection (1) of this section. 
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1 Such regulations shall be promulgated in the manner pre- 

2 scribed in subsection (d) or (e) of this section. Any regulation 

3 establishing or modifying a tolerance may contain a provision 

4 setting an expiration date for the tolerance. In carrying out 

5 the provisions of this section relating to the establishment of 

6 tolerances, the Administrator may establish the tolerance at 

7 zero level if the scientific data before the administrator does 
8. not justify the establishment of a greater tolerance. 

9 ''(2) For pesticide chemicals found by the Administrator 

10 to raise prudent concerns of oncogenic risks on the basis of a 

11 validated test and other evidence, the Administrator may es- 

12 tablish a tolerance or allow a tolerance to remain in effect 

13 above a level associated with a negligible risk to human 

14 health if, after giving appropriate consideration to the factors 

15 in paragraph (1) of this subsection, the Administrator — 

16 ''(A) finds, on the basis of data submitted by the 

17 petitioner under subsection (d) or by other interested 

18 persons, clear and convincing evidence that the benefits 

19 to consumers associated with such a tolerance in terms 

20 of an adequate, wholesome, and economical food 

21 supply outweigh the risks, or 

22 "(B) takes appropriate action under this section, 

23 to substantially reduce the dietary risks associated with 

24 the use of an alternative pesticide chemical for control 

25 of the same pest on the same crop, where such altema- 
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1 tive pesticide chemical poses greater risks than the 

2 first: Provided, That, to the greatest extent possible, 

3 determinations with respect to the relative risks of pes- 

4 ticide chemicals under this paragraph shall be based on 

5 actual usage of the pesticide chemicals and on residue 

6 levels anticipated routinely in or on raw agricultural 

7 commodities or processed foods, or 

8 ''(C) takes appropriate action under the Federal 

9 Insecticide, Fungicide, and Rodenticide Act to substan- 

10 tially reduce the risks to humans or the environment 

11 associated with the use of an alternative pesticide 

12 chemical for control of the same pest on the same crop, 

13 where such alternative pesticide chemical poses greater 

14 risks than the first: Provided, That, to the greatest 

15 extent possible, determinations with respect to the rel- 

16 ative risks of pesticide chemicals under this paragraph 

17 shall be based on actual usage of the pesticide chemi- 

18 cals and, where applicable, on residue levels anticipat- 

19 ed routinely in or on raw agricultural conunodities or 

20 processed foods. 

21 ''(3) Notwithstanding the provisions of subsection (a) of 

22 this section, where a pesticide chemical has been used in or 

23 on a raw agricultural commodity in conformity with an ex- 

24 emption granted or a tolerance prescribed under this section 

25 and such raw agricidtural commodity has been subjected to 
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1 processing such as canning, cooking, freezing, dehydrating, 

2 or milling, the residue of such pesticide chemical remaining in 

3 or on such processed food shall not be deemed to be unsafe 

4 within the meaning of section 402(a)(2)(B) despite the lack of 

5 a tolerance or exemption for the pesticide chemical in or on 

6 the processed food, if such residue in or on the raw agricul- 

7 tural conunodity has been removed to the extent possible in 

8 good manufacturing practice and the concentration of such 

9 residue in the processed food when ready to eat is not greater 

10 than the tolerance prescribed for the ' raw agricultural 

11 commodity.". 

12 (f) Amend subsection (c) to read as follows: 

13 "(c) The Admmistrator shall promulgate regulations ex- 

14 empting any pesticide chemical from the requirement of a 

15 tolerance when such a tolerance is not necessary to protect 

16 the public health, and shall modify or revoke such an exemp- 

17 tion to the extent necessary to protect the public health. Such 

18 regulations shall be promulgated in the manner prescribed in 

19 subsection (d) or (e) of this section.''. 

20 (g) Revise subsection (k) thereof to read as follows: 

21 ''(k) Regulations affecting pesticide chemicals in or on 

22 raw agricultural conunodities which are promulgated under 

23 the authority of section 406(a) upon the basis of public hear- 

24 ings instituted before January 1, 1953, in accordance with 

25 section 701(e), and regulations affecting pesticide chemicals 
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1 in or on processed foods which are promulgated under the 

2 authority of section 409 before the date of the enactment of 

3 this Act shall be deemed to be regulations under this section 

4 and shall be subject to amendment or repeal as provided in 

5 subsection (m).". 

6 TITLE m— INTEGRATED PEST MANAGEMENT 

7 SEC. 301. SHORT TITLE. 

8 This title may be cited as the ''National Agricultural 

9 Research, Extension, and Teaching Policy Act Amendments 

10 of 1988". 

1 1 SEC. 302. TARGETED INTEGRATED PEST MANAGEMENT INITIA- 

12 TIVE. 

13 (a) The National Agricultural Research, Extension, and 

14 Teaching PoHcy Act Amendments of 1985 is amended as 

15 follows: 

16 (1) Amend section 1402(8) by adding a new para- 

17 graph (Q) to read as follows: 

18 ''(Q) the development of integrated pest man- 

19 agement techniques with a special focus on fruit 

20 and vegetable crops critical to a balanced, healthy 

21 diet which are considered as minor crops in terms 

22 of acreage produced.". 

23 (2) Amend section 1405 by adding a new subsec- 

24 tion (13) to read as follows: 
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1 ''(13) establish within the office of the Administra- 

2 tor of the Environmental Protection Agency a conunit- 

3 tee to oversee coordination between the Department of 

4 Agriculture's conservation, conmiodity, research and 

5 education programs and the Environmental Protection 

6 Agency's pesticide regulatory activities. The committee 

7 shall include scientists and program officials from the 

8 United States Department of Agriculture and Environ- 

9 mental Protection Agency; one representative from 

10 each of the following: the President's Office of Science 

11 and Technology Policy, the President's Council on En- 

12 vironmental Quality, and the National Science Founda- 

13 tion; and representatives of State agencies with respon- 

14 sibility for administering agricultural, natural resources 

15 use, and public health protection programs. The com- 

16 mittee shall design and oversee an integrated pest 

17 management initiative, targeted toward minor use 

18 crops that play an important role in the human diet. 

19 The initiative shall focus on developing economical pest 

20 control techniques, and the reduction of pesticide resi- 

21 dues associated with traditional production practices for 

22 minor crops when, in the judgment of the committee, 

23 such reduction may lessen dietary risk from pesticide 

24 residues.". 
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1 (3) Add a new subtitle F at the end thereof to 

2 read as follows: 

3 ''Subtitle F — Targeted Integrated Pest Management 

4 Initiative. 

5 "Sec. 1440. (a) Congress finds that— 

6 ''(1) a substantial proportion of potential dietary 

7 exposure to pesticides in food stems from residues in 

8 fruit and vegetable crops that are minor crops in terms 

9 of the acreage grown; 

10 "(2) minor use crops make vital contributions to 

11 the dietary status and health of Americans, and are in- 

12 tegral ingredients of nearly all well balanced diets. 

13 ''(3) the production, care, harvest, processing, and 

14 marketing of minor use crops generate a high level of 

15 economic activity per acre, and are key sources of jobs 

16 in many rural conmiunities and farming regions; and 

17 ''(4) integrated pest management (IPM) systems, 

18 including those that will incorporate new plant disease 

19 and insect control techniques drawing on genetic engi- 

20 neering, biotechnology, and cultural practices, offer 

21 great promise for managing pesticide residues and con- 

22 tributing to a diversity of pesticide tools for minor use 

23 groups. 

24 "(b) The interagency coordinating committee authorized 

25 . under section 1405, subsection (13) shall develop and oversee 
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1 IPM research and education initiatives targeted toward prin- 

2 cipal pests of minor crops. The committee shall report to 

3 Congress annually by February 28, or as part of the Presi- 

4 dent's budget submission, regarding the activities of the com- 

5 mittee, its findings and reconunendations regarding needed 

6 priority areas of research, the adequacy of current levels of 

7 funding, and steps taken in the President's budget request to 

8 provide adequate funds to undertake high priority research 

9 initiatives. The committee shall also report on the commit- 

10 tee's findings and recommendations in other areas of policy, 

11 or other agricultiu-aJ or regulatory programs which warrant 

12 attention by the Congress in advancing the rate of progress 

13 in the adoption of profitable on-farm use of safer, efficient 

14 pest control methods and technologies. 

15 ''(c) The interagency committee shall offer advice to the 

16 Administrator regarding ways to take into account the poten- 

17 tial implications of the emergence or severity of genetic re- 

18 sistance in pest populations to pesticides, and/or the viability 

19 and profitability of IPM systems with regard to registration, 

20 reregistration, and cancellation actions. These factors shall 

21 also be considered by the Secretary in administering agricul- 

22 tiu'al research and teaching programs under this title. 

23 ''(d) The Secretary and Administrator shall jointly de- 

24 velop and submit to Congress within 18 months of the date of 

25 enactment of this Act studies of — 
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1 '*(!) public policy and programmatic barriers to 

2 adoption of EPM by farmers, with special focus on cur- 

3 rent commodity, conservation, and other agricultural 

4 program provisions in place under the Food Security 

5 Act of 1985; and options within agricultural commodi- 

6 ty and conservation programs to foster broader adop- 

7 tion of IPM systems and other management practices; 

8 and 

9 "(2) extending coverage under the Federal Crop 

10 Insurance Program to cover pest losses suffered by 

11 farmers applying recommended IPM techniques when 

12 such losses are determined to result from unanticipated 

13 natural and biological events that unavoidably reduce 

14 the effectiveness of IPM practices. 

15 *'(e) To implement the program of research and educa- 

16 tion under this subtitle, there are authorized to be appropri- 

17 ated $25,000,000 for each fiscal year beginning October 1, 

18 1988, through September 1994.". 

19 (b) Section 2(b) of the Act of August 4, 1965 (79 Stat. 

20 431; 7 U.S.C. 450i), is amended by adding a new paragraph 

21 (9) to read as follows: 

22 "(9) research to develop and refine integrated pest 

23 management techniques, and other pest control tech- 

24 nologies targeted toward major pests of minor use 

25 crops, particularly those pests and crops which require 
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1 applications of pesticides that may pose greater than 

2 negUgihle risks to man or the environment.". 

O 
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STATEMENT OF JOHN MOORE, ASSISTANT ADMINISTRATOR, PES- 
TICIDES AND TOXIC SUBSTANCES, U.S. ENVIRONMENTAL PRO- 
TECTION AGENCY 

Mr. Moore. Thank you, Mr. Chairman. In the interest of your 
abbreviated schedule this morning, with your indulgence, I will 
just focus on one of the titles of the bill, the title U section. Title 11 
of this bill is designed to eliminate two major problems in the cur- 
rent Federal Food, Drug, and Cosmetic Act. 

Clearly we have different standards, depending upon the fortuity 
of whether the residues are found in raw foods or in processed 
foods. In addition, the other issue is that Section 409 standards for 
pesticide residues in processed foods in our opinion clearly conflicts 
with the pesticide registration standards found in the Federal In- 
secticide, Fungicide, and Rodenticide Act. 

In essence, H.R. 4937 would adopt the gist of the two National 
Academy of Sciences recommendations that were found in their 
report of a year ago. It would bring all regulation of pesticide resi- 
dues under one set of standards, section 408 of the act. 

It would also regard negligible risk as the appropriate standard 
for establishing the point of reference, if you will. EPA strongly 
supports these approaches, as we have strongly supported the 
major recommendations in the Academy report. I think we also 
cannot lose sight of the fact that section 408 of this act has not 
been amended appreciably since 1954. 

I think it is important to open up the tolerance setting process in 
1988 to increase public access and input, while avoiding undue 
delay, and identify and address specific scientific concerns raised 
by environmental and consumer organizations. 

My reason for pointing that out is that I think something must 
be done to increase the public's confidence in the Federal pesticide 
regulatory system and correspondingly, to hopefully decrease the 
calls for State and local regulation that could destruct the inter- 
state marketing of food. 

I think the law also should provide uniform procedures that 
would govern the rights and duties of all persons who request EPA 
to issue, modify, or revoke a tolerance or exemption. And should 
state clearly the administrative and judicial review rights of all 
such persons or parties. 

In addition, I think EPA should be authorized to require the sub- 
mission of data needed to justify the continuation in effect of an 
existing tolerance or exemption. And should be authorized to 
revoke a clearance promptly if the required data is not forthcom- 
ing. 

Lastly, I think the law should set forth rules for deciding wheth- 
er food may be lawfully shipped and sold if it contains residues 
that were lawful at the time the pesticide was applied but later 
were subject to a tolerance revocation process, sometimes referred 
to as the pipeline issue. 

Many of the matters that I think this bill is silent on are ad- 
dressed at least in H.R. 4739, introduced by Congressman Waxman, 
and I have testified on those points as well. 

However, while that bill addresses issues that I think are highly 
appropriate in 1988, the bill is also very problematic in several : 
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spects, particularly in regards to the higMy prescriptive nature it 
takes as opposed to decisionmaking. 

In conclusion, let me say that Title II of H.R. 3947 contains a 
number of provisions that I and the agency support although there 
are changes needed that this bill does not address. We certainly 
would be glad to work with you and other members of Congress on 
discussing and hopefully resolving these issues. 

[The prepared statement of Mr. Moore appears at the conclusion 
of the hearing.] 

Mr. Brown. Thank you very much, Mr. Moore. As you have 
pointed out, the instigation or impetus for this legislation stems 
from a National Academy report of a year ago, which raised the 
question of negligible risks as compared to the existing standard 
contained in the Food, Drug and Cosmetic Act of zero tolerance. 

I wonder if you would elaborate just very briefly on the differ- 
ences between these two approaches? What are we talking about 
when we talk about negligible risk? 

Mr. Moore. Well, as you know, Mr. Chairman, the Academy in- 
troduced or legitimatized the term "negligible risk" in its report 
and alluded to the fact that such risk might be around a lifetime 
risk of one in a million increased risk of cancer. 

The bill introduced by Congressman Waxman uses the term 
"negligible risk" but it then goes on to define in great detail exact- 
ly what happens or does not happen based on this one in a million 
risk. It also tells us how to calculate it in a highly prescriptive way. 

My concern is that this is an area, I think, of fluid science. There 
is a lot of information being brought to bear that is showing an 
evolution in how we calculate such findings. And as a consequence, 
if we were to embrace, if you will, a rigid definition and a prescrip- 
tive approach, I think we might be unwittingly substituting a new 
set of problems for the old set of problems that we find in regard to 
the rigid definition found in the Delaney section of the current sec- 
tion 409. 

So I would say that we just are not at a place today where a 
magic on-off type of signal is appropriate, if only because I do not 
think we can calculate that one in a million risk or any other 
number with the degree of precision that this bill would suggest. 

In contrast, the bill we are discussing this morning certainly sug- 
gests that negligible risk is the approach, but it is silent as to that 
definition. And while I, as a regulator, might like that since it 
gives me great leeway, I think a little bit of guidance from Con- 
gress in that regard probably would be helpful, but certainly not 
going as far as the prescriptive approach that is found in the 
Waxman bill. 

Mr. Brown. I saw recently, and I am a little vague on the de- 
tails, that EPA was making some effort to get public input or poll- 
ing data indicating the degree to which the public might accept 
varying differing standards of risk. 

I wonder if you could clarify that for me? As I recall, and I am 
just tr3dng to recall a newspaper story, there were variations all 
the way from one in 10,000 to one in a million or better. Can you 
tell me what the basis for that was? 

Mr. Moore. Well, I think what you are referring to, Mr. Chair- 
man, is the fact that different calculations of risk in a quantitative 
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sense may well be driving, or may trigger, priority consideration of 
various types of actions under the varying statutes that the Agency 
administers. 

I might even say within the FIFRA statute, we probably use a 
different standard. We are much more conservative, if you will, or 
rigid in our approach as it relates to risks that might be embodied 
in a residue found in food, and may well be more tolerant of a the- 
oretical calculated risk as it was associated with occupational expo- 
sure to the use of pesticides. 

The other concern that has received a fair amount of attention is 
the setting of maximum contaminant levels under the Safe Drink- 
ing Water Act. We are trying to integrate MCL's in discussions re- 
lating to pesticides in ground water or chemicals in ground water, 
and in general, trjring to embrace again this concept of negligible 
risk or one in a million risk. If one looks at current regulations 
where MCL's have been formally established, some of those levels 
clearly would permit a calculated risk that is greater than one in a 
million. 

Mr. Brown. How do we integrate the concept of relative benefit 
into this formula of negligible risk? Or should we get into that? 

Mr. Moore. Well, I tlunk it could easily become a quagmire if 
one is not careful in that area. One possible approach that could be 
taken as it relates to pesticide residues in food could be that when 
one talks about the benefits accruing from the use of that pesticide 
in suggesting that you might allow a residue which poses a risk 
greater than a one in a million risk, would be to give better defini- 
tion, benefit to who? Benefit to the user or benefit to the con- 
sumer? Maybe that area is certainly worthy of some consideration 
and debate leaning toward the wisdom of Congress as to whether it 
should remain silent or give some specific guidance in that area. 

Mr. Brown. Well, I do not want to get into that too deeply, but I 
do recall from the National Academy's study that there was postu- 
lated the pc^ibility at least that by the uniform application of a 
negligible risk standard throughout the process of evaluating 
chemicals, we might result in an overall benefit to consumer 
health as a result of that rather than the two different standards 
that we use at the present time. 

I am going to recognize Mr. Roberts at this point. 

Mr. Roberts. Thank you, Mr. Chairman. I am going to follow up 
the train of thought that you have started here in regards to how 
significant the Delaney Clause is to public confidence in the safety 
of our food supply and the adequacy and reliability of our whole 
r^ulatory processes in this regard. 

And I am just going to ask you a very subjective question. Do you 
think that legislation modifjdng the application of the Delaney 
Clause and lessening the problem, as we believe, that is associated 
with zero risk would receive a negative reaction, not so much by 
the various organizations and groups that oppose this on the sur- 
face of it, but by the State-regulatory agencies and encourage them 
to apply their own zero risk stsmdards for pesticides? 

Mr. Moore. Congressman, in my discussions with State officials 
on this general issue, my sense would be that if one moved away 
from our current situation and moved to a uniform application in- 
volving whether it be processed foods or raw agricultural commod- 
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ities and came up with a defined point of reference, whether it be 
negligible risk or something else, that from their perspective I do 
not think that would prove to be problematic. 

As the Academy report points out, the current system that we 
have is illogical from a scientific basis. There is no reason why you 
should have a variance in the amount of residue you would allow 
in a raw product as opposed to a processed product if, indeed, the 
objective that you are looking at in reviewing those levels is con- 
trolling the amount of residue in the food that we eat. 

I mean we eat both. So why should we have a differing ap- 
proach? 

Mr. Roberts. Well, I quite agree from a scientific standpoint, but 
from a political standpoint in the best sense of the word in terms of 
public perception and the pressures that would bear on the State- 
regulatory agencies, I am concerned about that. I do not want to 
see a situation where we have 50 proposition 65's, or whatever 
number we want to assign this, based on this particular issue, 
when we are trying to bring a greater understanding to consumers 
all across the country. 

You mentioned that science is in a fluid state, and used that de- 
scription in regards to a rather rigid regulatory approach, and that 
those two approaches would not be compatible, and that leads me 
to my next question. Do you believe that a numerical definition of 
a negligible risk standard should be codified by law? 

Mr. Moore. I think it could be very problematic to come up with 
a rigid definition, numerical definition in any statute, no matter 
what the number is, whether it be one in a million or something 
else. I think what might be appropriate, however, is to identify 
quantitatively a number, but allow some degree of flexibility 
around that number. For example, a risk of one in 999,999 if you 
set one in a million as a trigger point is quote "not safe"? And a 
risk of one in 1,000,001 is "safe"? It is — you know, it is illogical. 

Mr. Roberts. Well, as I think you are aware, that is the basic 
difference betw^n the bill that we have introduced in this subcom- 
mittee and the bill introduced by our colleague and friend from 
California, Mr. Waxman. And to what degree we have that flexibil- 
ity to make the risk standard workable seems to me to be one of 
the primary issues that we have to settle before this legislation 
moves out of the subcommittee level and into full committee con- 
sideration. 

Let me change the subject. I do not think there is any question 
that everybody in this room is awaiting the unveiling of your plan 
in regard to the NAS report. And we ask you that every time you 
come up here. What is the status of that plan? 

Mr. Moore. It is still in review, prior to coming out, over at 
0MB. 

Mr. Roberts. Are we ever gokig to get that plan to the senior 
prom? 

Mr. Moore. I think so. 

Mr. Roberts. OK. And in relation to that, do you believe that 
current law gives you the authority to implement most of the re- 
port's recommendations? And I will add another question. And 
does the report assume the Agency has this authority or do we 
have to come up with some authorization for you to do this job? 
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Mr. Moore. Congressman, without getting into detail, our plan, I 
think I can say, is attempting to identify an approach to implement 
the Academy recommendations, and we clearly articulate in that 
plan where we think we cannot go as far as the plan would recom- 
mend, based on the limitations of the current statute. 

And that particularly is some of the limitation associated with 
section 409. 

Mr. Roberts. You made a statement on May 20, 1987, and before 
the Senate Ag Committee in regard to the Delaney Clause where 
you said. 

Through our data call-in and registration standards program, we have been call- 
ing in the necesscu-y data to support the tolerance reassessments on individual 
chemicals. And we are now receiving the data necesscuy to make tolerance reassess- 
ment decisions on a number of existing chemicals. 

The question I would pose to you do you think that pesticide re- 
registration and tolerance reassessment should occur simultaneous- 
ly or do these regulatory processes best work independently of each 
other? Obviously, title I of the bill that we have introduced in- 
volved reregistration. 

And there has been considerable discussion as to whether or not 
that should be included in the negligible risk bill. Would you re- 
spond to that? 

Mr. MooRE. Yes. I do not think it is wise to have a process that 
requires that it be done sequentially because what you will end up 
with is identifjdng a potential problem, but then the problem still 
sits there while you in a sequential fashion try to get the residue 
data that hopefully will resolve the issue. 

So I would say that there probably is a need for either simultane- 
ous requirements of data or at least if there are, for example, three 
phases in reregistration under FIFRA, that after Phase I is com- 
pleted you could then kick in, based on that information, the re- 
quirements for residue data. 

We do not need a wholesale resubmission or initial submission of 
residue data on all crops or all tolerances on all crops. For exam- 
ple, if the data come up showing that, indeed, there is no risk at 
all, even at very high levels of residue, there is no sense in asking 
the industry to provide data telling you what those levels are since 
we know even with crude information that there is no problem. 

Mr. Roberts. Let me point up what may be obvious in this par- 
ticular instance, and that is that the Waxman bill does not seem to 
me to marry the two processes. That it effectively, I guess, just ob- 
viates the bulk of the need for the reregistration of food use pesti- 
cides. 

And that may have some bearing on jurisdiction and feeling on 
this committee in reference to FIFRA. I do not know if you have 
any comments about that but I am making that as a statement 
rather than as a question. 

Mr. Moore. I think there is appeal to having data requirement 
authority under FFDCA or authority residing elsewhere than just 
under FIFRA as we currently know FIFRA. FIFRA basically gives 
me authority to demand data from registrants. And I think if you 
had some language under FFDCA you could demand data as a re- 
quirement for continuing a tolerance. And that data would then 
have to be generated by whoever was the party of the interest. 
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What I am concerned about is, particularly as it gets to minor 
use crops, that the registrant for pure economic reasons will refuse 
to submit or commit to the submission of data, when, in fact, either 
a consortium of small agricultural producers or food processors 
might be more than willing to do it. I would like to have an access 
to them rather than just have to totally work through the regis- 
trant. 

Mr. Roberts. I appreciate that argument and would only make 
the observation and would want to underscore that and to stress it 
that in regards to committee jurisdiction in FIFRA and the pesti- 
cide issue entirely that this subcommittee has a great deal of feel- 
ing about that as does, I am sure, Mr. Waxman and members of 
the Energy and Commerce Committee who are in charge of all 
things walking, crawling, alive, dead, celestial or earthbound. 

We would guard that jurisdiction — I think I can speak for the 
chairman — much in the same fashion as a wounded panther would 
guard her young, and if you have ever seen a wounded panther in 
that position, it is a very determined beast. 

Let me say that everybody wants to give you the authority for 
more timely and broader regulation of pesticides and related 
chemicals. But we do not ever give you the funds to do the job. 

Under the Waxman bill, there is authority to establish fees to 
cover your costs, and you stated in your testimony before his sub- 
committee that quote "time frames, when they are given, are im- 
practical and in some cases may be impossible to adhere to.'' Also 
that H.R. 4739 quote, "provides for a significant number of actions 
to be taken at the Agency's own initiative." 

How much money do you think you might need to implement the 
Waxman bill? 

Mr. Moore. I have no number to give you this morning. We will 
try to come up with an estimate. 

Mr. Roberts. But obviously it is bigger than a bread box and it is 
significant? 

Mr. Moore. Significant. Very significant. 

Mr. Roberts. And then following that, as I pause, in terms of 
amendments to FFDCA, do. you view title II of my bill as costing 
less and being less burdensome on agency resources? 

Mr. Moore. It is conceivable that title II of your bill would cost 
less. I am not sure it is less burdensome. The burden is in a differ- 
ent place. I think sometimes we are particularly concerned about 
the bill you have introduced as written, in that it basically is going 
to compress a tremendous requirement within about a 12 month or 
13 month time frame, which probably even if we had tremendous 
resource would make it unreasonable to expect we could finish. 

Mr. Roberts. That was done obviously with the full understand- 
ing of your recent appointment to the position of authority that 
you have because we knew we had some strong, responsible people 
there. 

I think at this juncture, Mr. Chairman — well, aside from the 
issues of funding, and the approach in terms of this bill having ob- 
viously more flexibility and Mr. Waxman's bill obviously more spe- 
cific, would you care to venture under which bill could you achieve 
the greatest level of risk reduction? 



Digitized by 



Google 



39 

Mr. Moore. With the right to revise my opinion with further 
consideration, I would say that possibly 

Mr. Roberts. I thought you were going to say with the right to 
remain silent until you had an attorney present or something like 
that. 

Mr. MooRE. My initial, my off-the-head reaction would be I think 
probably with Mr. Waxman s bill. 

Mr. Roberts. I have no further questions, Mr. Chairman. 

Mr. Brown. Dr. Moore, you have stressed again something that 
the committee has known, and that is that the mandate of title II 
of this bill or title I of this bill to accelerate the pace of reregistra- 
tion is unworkable without the resources, and I want to ask you 
specifically if the provision for fees that are set forth in the FIPjRA 
reauthorization bill that the subcommittee has already reported 
out would alleviate this problem substantially, or are we talking 
here about a level of resources that goes considerably beyond what 
would be provided in that bill? 

Mr. MooRE. Mr. Chairman, if you are referring to the bill you 
marked up in the last week or two which tracked very closely to 
the provisions that were in the bill that the Senate Ag came 
out 

Mr. Brown. Precisely that is what I am referring to. 

Mr. MooRE. We are reasonably satisfied that the resource issue 
that we are a broken record on would essentially be resolved. 

Mr. Brown. In other words, that would make it possible for you 
to more readily, at least, carry out the provisions of the bill before 
us here today? 

Mr. MooRE. Yes. I think the estimated cost of reregistration 
probably does not encompass the totality of some of the things that 
are being considered under the 408-409 issue, but certainly would 
cover a portion of those, not a trivial portion. 

Mr. Chairman, if I could go back to a line of questioning of a 
couple of minutes ago dealing with negligible risks, Congressman 
Roberts asked whether I thought a numerical number should be 
embodied in the statute, and my answer is probably not. And if you 
have to do something in that regard, it should be at least a range 
rather than a precise nimiber. 

Perhaps another approach that might be worthy of consideration 
is for a statute to describe a process whereby we would go through 
the setting of a number. I am not talking about a prescriptive proc- 
ess, but since science is evolving in this area to somehow describe a 
process whereby one could be assured that we were consulting all 
of the appropriate gurus of the time in revisiting or revising what 
the current nimiber should be. If it has to come to that, maybe 
such a process is more preferable as a statute rather than come up 
with a number which is probably going to prove to be wrong, no 
matter what the number is, probably in a relatively short period of 
time. 

Mr. Brown. Are you suggesting that we outline in the statute a 
procedure by which you determine whether a chemical produces 
tumors in rats, and then how that can be extrapolated to man and 
so forth, or something less? 

Mr. MooRE. Well, I think I am trying to be a realist about it. A 
number of people are going to be very, I think very ill at ease in 
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leaving it to the will of the agency without some guidance. That 
you figure out what negligible risk is and be done with it. 

On the other hand, there are obvious problems associated with 
telling me to the nth degree exactly how you will calculate that 
number. So what I am suggesting is that maybe the statute could 
direct the Administrator to identify a process whereby all appropri- 
ate points of view are participatory in that process in revising and 
revisiting whatever the standard of the day should be. 

Mr. Brown. Well, I think just off the top of my head, it sounds 
like it would be desirable to describe a process particularly insofar 
as it did describe a process allowing for full public participation as 
well as scientific participation and review. 

I am not sure just what language would be necessary, and I hope 
that you might be willing to suggest, at least, some language under 
which that might be done. Can we ask you to do that? 

Mr. Moore. Yes, sir. 

Mr. Brown. All right. I am sure Mr. Roberts would like kindly 
upon including such language in the legislation, or else we could 
force it on him. Do you have any further comments, Mr. Roberts? 

Mr. Roberts. As long as it is a risk that is reasonable and negli- 
gible, Mr. Chairman. I wanted to go back to this business of this 
legislation and the legislation introduced by Mr. Waxman and our 
old friend FIFRA. 

It is possible, not probable, but it is possible this year, in fact, 
that FIFRA and reform of the tolerance setting process could move 
if not on the same time table more or less in the same general di- 
rection. 

Do you see any need or benefit to trying to harmonize these two 
statutes because it seemed to me that one of the basic thrusts of 
the NAS report was the disconnect, if you will, between negligible 
risk and the hope to attain that and FIFRA? And I guess I would 
go ahead and say what aspects of FIFRA and FFDCA deserve at- 
tention in this respect? 

Mr. Moore. Congressman Roberts, as you know as well as I, 
FIFRA is a risk benefits statute. And Congressman Waxman's bill, 
as we understand it, would make the setting of tolerances, pesticide 
tolerances, a health risk driven process. 

And I do not think as it currently sits, it necessarily reconciles to 
the satisfaction of this person in EPA or anybody who is going to 
succeed me as to how you do that because you have a risk benefit 
statute and you have a risk driven process, according to what he is 
saying. 

To that regard, I think there needs to be some language that 
does that, or else we find ourselves in a circimistance that is occur- 
ring all too frequently in a number of legislative arenas whereby 
we are in Federal district court in one sort or another being found 
that we are doing something wrong based on law "x." However, we 
think we are doing something right based on the FIFRA statute 
which is law "y," and then when we go to the courts and say, hey, 
resolve this. It does not make for necessarily wise use of this Na- 
tion's resources. 

It certainly gives "Excedrin" headaches to the agency, and we 
have a number of those issues that come up with unfortunately in- 
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creasing regularity where statutes do not attempt to give some 
guidance as to how they will interact with other statutes. 

Mr. Roberts. I can appreciate that. I just also want to stress that 
it also leads at the initial stages to whose oar is in the pond. Obvi- 
ously, we feel our pond has to be protected. You have, in essence, 
indicated that we could take title I and title III out of the Roberts- 
Brown bill, or the Brown-Roberts bill, and you would have author- 
ity to do the job that title II would direct you to do without title I 
and title III. That is an interesting observation, and I am not 
sure — do not misunderstand me. We are not going to do that right 
yet, but at least I can appreciate where you are heading, and it has 
some rather important aspects we need to study. 

I have no further questions, Mr. Chairman. Thank you. 

Mr. Brown. All right. Mr. Moore, I think that is all the ques- 
tions that we have for you this morning. And if we do need addi- 
tional input we will send you a letter requesting that, and again, 
we will appreciate your help in the way that we have previously 
indicated. 

Mr. Roberts. Would the chairman yield one more time? 

Mr. Brown. Certainly. 

Mr. Roberts. I would like to also apologize to the other witnesses 
in that certainly beyond our control we had the legislative schedule 
as such that we are considering the drought relief bill. And it in- 
volves the attention of both members, and I want to thank them 
for taking time out of their business schedule to come to this hear- 
ing. 

And I think perhaps it will work out to our advantage, Mr. 
Chairman, because now they have had the obvious opportunity to 
hear Mr. Moore, and may want to comment on his testimony when 
we have them back up as of next week. 

And I do want to encourage them to come and thank them for 
coming today and apologize for any inconvenience that we may 
have caused. 

Mr. Brown. Well, let me reiterate that apology. I am afraid that 
what we are going to have from now on for the rest of the day is a 
chaotic series of roll calls plus our participation in the debate over 
there which would make any further effort to continue the hearing 
rather difficult, to say the least. 

Thank you again. Dr. Moore, and we look forward to hearing 
from you in your new role at some future date. 

Mr. Moore. Thank you. 

Mr. Brown. The subcommittee will be adjourned. 

[Whereupon, at 10:07 a.m., the subcommittee adjourned, subject 
to the call of the Chair.] 

[Material submitted for inclusion in the record follows:] 



Digitized by 



Google 



42 



STATEMENT OF 

JOHN A. MOORE 

ASSISTANT TaXdNISTRATOR 

FOR PESTICIDES AND TOXIC SUBSTANCES 

U.S. ENVIRONMENTAL PROTECTION AGENCY 

BEFORE THE 

SUBCOMMITTEE ON DEPARTMENT OPERATIONS, 

RESEARCH, AND FOREIGN AGRICULTURE 

COMMITTEE ON AGRICULTURE 

U.S. HOUSE OF REPRESENTATIVES 

July 28, 1988 

Good morning, Mr. Chairman and Members of the Subcommittee. 
I am pleased to be here to discuss H.R. 4937, the proposed 
Pesticide Food Safety Act of 1988. This bill consists of three 
titles. The first amends sections of the Federal Insecticide, 
Fungicide, and Rodenticide Act (FIFRA) pertaining to reregis- 
tration and cancellation of pesticide registrations. The second 
would rewrite the provisions of the Federal Food, Drug, and 
Cosmetic Act (FFDCA) that concern pesticide residues in food. 
The third title would amend the National Agricultural Research, 
Extension, and Teaching Policy Act of 1985 to establish a new 
integrated pest management (IPM) initiative. 
FIFRA 

The goal of Title I of H.R. 4937 is to accelerate the pace 
of pesticide reregistration under FIFRA. Most people would agree 
that speeding up reregistration is a desirable goal. However, the 
bill does not deal at all with the difficult problems that the 
reregistration process presents — how to get the existing data 
reviewed, determine what data need to be submitted for each of 
the hundreds of active ingredients and thousands of end-use 
products, require its submssion, review the new data, require 
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all needed labeling changes, and review and change as necesary 
the Food and Drug Act tolerances associated with the regis- 
trations in question. Nor does the bill contain a fee mechanism 
to provide the large additional sums the Agency will need to 
accomplish these tasks. In essence, the bill merely requires 
registrants to apply for reregistration of all currently- 
registered products by December 1994, and requires EPA to 
complete its decisions on these applications by the end of 1995. 
If EPA were to deny an application for reregistration, the 
registrant would have a right to a denial hearing that can last 
for up to 18 months — during which time the product remains on the 
market. Conspicuous by their absence in H.R. 4937 are provisions 
like those in the other FIFRA amendment bills being considered by 
Congress that would (1) provide fees to pay for speeding up 
reregistration and (2) shift to registrants a substantial portion 
of organizing the data bases that must be reviewed. 

Simply setting timeframes and deadlines is not enough. As I 
have testified before, if the Agency is to be held responsible 
for completing reregistration within a ten-year period. Congress 
must give EPA the added necessary additional authority, including 
the authority for a reregistration fee program. Thus, 
substantial changes would be required before the Agency could 
support enactment of Title I of the bill. 
FFDCA 

Title II of the bill is designed to eliminate two major 
problems in the current FFDCA. Different standards apply to 
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pesticide residues depending on the fortuity of whether the 
residues are found in raw foods or in processed foods made from 
those commodities. And section 409 »s standard for pesticide 
residues in processed food conflicts with the pesticide 
registration standard in FIFRA. These problems were discussed in 
detail in the National Academy of Sciences' 1987 report, 
"Regulating Pesticides in Food: The Delaney Paradox." That 
report made two main recommendations: (1) that uniform criteria 
should be used to regulate all pesticide residues in food, 
whether the food is raw or processed, and whether the pesticide 
is new or has been in use for some time; and (2) that for. 
pesticides that may be carcinogens, the principal criterion 
should be whether the pesticide poses at most a negligible risk 
to food consumers. The Academy concluded that a negligible risk 
standard, applied uniformly, could reduce dramatically the total 
dietary exosure to oncogenic pesticide residues with only modest 
reduction in benefits. EPA agrees with these conclusions, and 
appreciates the attention being given to the matter by Congress 
as shown by this hearing and by proceedings concerning another 
bill, H.R. 4739, introduced by Congressman Waxman. 

H.R. 4937 would adopt the gist of the two NAS recommen- 
dations. It would bring all regulation of pesticide residues in 
food under one set of standards by regulating all pesticide 
residues under section 408 of the. FFDCA. It would regard 
"negligible risk" as the appropriate standard for establishing 
legal residue levels in food, while recognizing that there may be 
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cases where a greater- than-negligible risk may be justified by 
substantial benefits to consumers. Finally, it would expressly 
require that new and old tolerances be treated alike. EPA 
strongly supports these approaches. 

However, the bill fails to address a number of other problem 
areas in the pesticide provisions of the current FFDCA. Section 
408 has not been amended appreciably since 1954. Since that 
time, we have learned a great deal and program needs have 
changed. In addition, I think it is important to open up the 
tolerance-setting process to increase public access and input 
(while avoiding undue delay) , and to identify and address 
specific scientific concerns raised by environmental and consumer 
organizations. This should increase the public's confidence in 
the federal pesticide regulatory system and correspondingly 
decrease the calls for state and local regulation that could 
disrupt the interstate marketing of food. 

To serve these objectives, section 408 should require the 
publication for comment of informative summaries of petitions for 
the setting of tolerances or exemptions, and should expressly 
allow EPA to propose, for public comment, its proposed responses 
to petitions. Congress could require EPA to request public 
comment whenever EPA proposes to issue a toleramce that would 
result in a greater-than-negligible risk, and could limit the 
term of such a tolerance to require periodic reevaluation. The 
provision concerning "zero tolerances" in current law should be 
replaced by straightforward authority for EPA to deny petitions 
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when appropriate. The law also should provide uniform procedures 
that would govern the rights and duties of ail persons who 
request EPA to issue, modify, or revoke a tolerance or exemption, 
and should state clearly the administrative and judicial review 
rights of all such persons. 

Archaic provisions of the 1954 law, such as those concerning 
the "certification of usefulness" procedure, should be 
eliminated. Another archaic and unworkable part of the current 
law is the requirement that EPA respond to a petition with a 
decision within 90 days. Likewise, a pesticide registrant 
should not have an automatic right to demand a potentially time- 
consuming referrral to an ad hoc NAS review panel of any proposed 
EPA action the registrant disagrees with. Although this right 
has only been exercised once in EPA»s history, the potential to 
delay urgently-needed action is very real. 

Importantly, EPA should be authorized to require the 
submission of data needed to justify the continuation in effect 
of an existing tolerance or exemption, and should be authorized 
to revoke a clearance promptly if the required data are not 
submitted in a timely fashion. In addition, the law should set 
forth rules for deciding whether food may be lawfully shipped and 
sold if it contains pesticide residues that were lawful at the 
time the pesticide was applied but later were the subject of a 
tolerance revocation action. 

Most of the matters I have covered in my last several points 
would be addressed by Congressman Waxman*s bill, H.R. 4739 
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( although that bill is problematic in several respects, 
especially in the highly prescriptive approach it takes to 
decision-making). Although these issues are not dealt with in 
H.R. 4937, I think they are all worthy of Congressional 
attention. 
IPM 

Title III provides for an IPM initiative which would treat 
minor use crops that play an important role in the human diet. 
The Agency is in full agreement with the importance of stressing 
the value of integrated pest management. I applaud efforts to 
encourage research and application of methods to maJce pesticide 
use more efficient and lower residue levels in food. However, I 
do not think that Title III should be included in a bill that is 
primarily intended to modernize the tolerance-setting provisions 
of the FFDCA. I will defer to the Department of Agriculture for 
further comments on these provisions. 
CONCLUSION 

In conclusion, let me say that Title II of H.R. 4937 
contains a number of provisions that I support, although there 
are changes needed that this bill does not address. We will bp 
glad to work with you and other members of Congress on these 
issues. 



Digitized by 



Google 



Digitized by 



Google 



PESTICIDE FOOD SAFETY ACT OF 1988 



WEDNESDAY, SEPTEMBER 7, 1988 

House of Representatives, 
Subcommittee on Department Operations, 

Research, and Foreign Agriculture, 

Committee on Agriculture, 

Washington, DC, 
The subcommittee met, pursuant to call, at 9:35 a.m., in room 
1300, Longworth House Office Building, Hon. George E. Brown, Jr. 
(chairman of the subcommittee) presiding. 

Present: Representatives Stenholm, Roberts, Morrison, and 
Grandy. 

Staff present: Glenda L. Temple, clerk; John E. Hogan, minority 
counsel; William A. Stiles, Jr. and John J. Aguirre. 

OPENING STATEMENT OF HON. GEORGE E. BROWN, JR, A REPRE- 
SENTATIVE IN CONGRESS FROM THE STATE OF CALIFORNIA 

Mr. Brown. The subcommittee will come to order. 

I want to thank today's witnesses for returning as we continue 
our inquirv into the issue of regulating pesticide residues on food 
and I would like to apologize again to those witnesses who we in- 
convenienced in our earlier hearing in which we had to suspend 
due to the urgency of dealing with the drought relief legislation. 

The importance of this issue and its complexity is known to all of 
us on the committee and on the Energy and Commerce Committee, 
which is also struggling with the regulation of pesticide residues on 
food. 

In holding these hearings, it is my hope that we can improve our 
knowledge of this issue and be better prepared to effectively legis- 
late our way out of the Delaney paradox, as the National Academy 
of Sciences study called this policy area. 

I look forward to hearing from today's witnesses and can assure 
them that there should be no reason to postpone today's session 
any further. 

Mr. Roberts, do you have any comments you would like to make 
at this point? 

OPENING STATEMENT OF HON. PAT ROBERTS, A 
REPRESENTATIVE IN CONGRESS FROM THE STATE OF KANSAS 

Mr. Roberts. Yes, Mr. Chairman. I want to thank you for re- 
scheduling this hearing for today and I also want to thank the wit- 
nesses and associate mjrself with your remarks in regard to a per- 
sonal apology. I know that everybody has a busy schedule and I 
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regret very much we had to cut short our hearing; however, hope- 
fully that did afford people the opportunity to review the testimony 
by Dr. Moore, of the EPA. 

I have a feeling that everybody here today will tell the subcom- 
mittee that the current system of regulating food use pesticides 
really doesn't work very well. Likewise, we all have very different 
notions on how to fix the problem. This is a very, very crucial issue 
for agriculture and obviously for the rest of the country. 

You referred to the Delaney Clause as a paradox, Mr. Chairman. 
I guess in all candor, I don't think it is a very reasonable standard 
for pesticides and the demands of the statute really don't marry up 
very well with the FIFRA Act. These conflicts between these two 
statutes really result in what I call regulatory gridlock and it 
weighs very heavily on the EPA and the proper administration of 
that policy. 

This does equate, I think, to lost consumer confidence and the 
American farmer suffers as a direct result. So I see the subcommit- 
tee is very uniquely positioned to really try to address these issues 
and I look forward to the testimony of the witnesses who are here 
today. 

Mr. Brown. Any other committee members have any statements 
to make? 

[No response.] 

Mr. Brown. In that case, we then will welcome Dr. Charles Ben- 
brook, the executive director of the board of agriculture, National 
Academy of Sciences, and the former distinguished staff director of 
this subcommittee. 

You may proceed with your testimony. Dr. Benbrook. 

STATEMENT OF CHARLES M. BENBROOK, EXECUTIVE DIRECTOR, 
BOARD OF AGRICULTURE, NATIONAL ACADEMY OF SCIENCES 

Mr. Benbrook. Thank you, Mr. Chairman, Mr. Roberts, members 
of the subcommittee, it is a pleasure to be here. It has been a long 
time since I sat up there and watched what goes on down here. I 
will try to act on some of the lessons I learned in my earlier role 
on the subcommittee's staff. 

I have a written statement that I would ask to be included in the 
record, and I will merely summarize a few points. 

Mr. Brown. Without objection, it will be fully entered. 

Mr. Benbrook. Mr. Roberts, you are right, the regulatory pro- 
gram addressing pesticides is subject to a sort of chronic gridlock 
and one of the most difficult issues that gives rise to this gridlock 
deals with what regulatory action should be taken on a set of older 
pesticides that have been shown to cause cancer in laboratory ani- 
mals. 

This problem that EPA faces dealing with several dozen older 
pesticides really was what led the agency 4 years ago to seek the 
help of the National Academy of Sciences. We were asked to study 
this problem and come up with some recommendations on ways to 
perhaps resolve or unravel the basic fundamentals that give rise to 
this gridlock. 

Four years later, and a lot of hard work and a lot of additional 
data having flowed under the bridge, I can't say that there is any 
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real reason for hope. The system is no simpler; the scientific issues 
are no more clear-cut; the political decisions are no easier. I would 
urge this subcommittee, as just a general notion, to be very wary of 
legislative chcmges now that add substantial complexity to the pro- 
gram. The regulatory program is very complex already. It is out- 
stripping the resources of the agency to implement it; it is outstrip- 
ping the economic capacity of registrants to pay for the science and 
the legal work that has to be done to deal with the regulatory re- 
quirements and it is outstripping the ability of the farmer to pay 
for the crop-protection chemicals. 

You really have to start asking yourself, is this system worth it 
and do we really want to continue in the direction we are going? Is 
there enough public interest at stake? 

Another general point I want to make — it is a matter of great 
confusion amongst people — involves the circumstances that give 
rise to the concentration of a pesticide in processed foods. 

As you remember, the Delaney Clause problem in pesticide regu- 
lation arises when a pesticide residue concentrates in a processed 
food to a level above that which appears in the raw food, or the 
fresh food product. This fact of concentration triggers the need for 
a tolerance to be established under section 409 of the Food, Drug 
and Cosmetic Act, a part of which is the so-called Delaney Clause. 

So the issue of concentration as a legal matter is key to the prob- 
lem that gave rise to the National Academy study, and the prob- 
lem addressed in the Roberts-Brown bill. 

Now, a lot of people will come up here and say that pesticides 
rarely concentrate. They will cite thousands of tests that have been 
run which never or rarely find instances were pesticides concen- 
trate. It is very important for you to understand basically when 
pesticides do concentrate. 

If you have a pesticide that appears on food, on the external sur- 
face where it is washed off, either by the consumer or in process- 
ing, then it will rarely concentrate. If it is a pesticide that biologi- 
cally degrades in the presence of air in the environment soon after 
it is sprayed, it will rarely concentrate. But there are a number of 
pesticides that are systemic or which become embedded in the 
fruit, or meat of a vegetable or other foodstuff, and whenever you 
take some of that food and process it into other products that in- 
volve breaking it into component parts, that is where you have a 
high likelihood of concentration in at least one of those component 
parts. 

When you take com and turn it into corn oil; or other crops and 
turn them into oil, oftentimes whatever pesticides are in the resi- 
dues or on the soybean or in the com kernel, they will either con- 
centrate in the oil or in the mash that is left after the crushing of 
grain into oil. Whenever you dry fruit or vegetables — which simply 
involves taking water and hence weight out — you will have a 
higher concentration of any pesticide residues by weight in the 
dried product. 

So there are certain circumstances where you are going to get 
concentration fairly regularly, and other circumstances when you 
almost never will. It is important to recognize the difference. 

As a regulatory matter, as long as for a few processed products 
made from corn or citrus or soybean or wheat, as long as a 



Digitized by 



Google 



52 

products are subject to this phenomenon of concentration, from 
EPA's point of view, that triggers the whole set of regulatory con- 
siderations that are dealt with in the Roberts-Brown bill. 

So it is true that concentration above published tolerance levels 
rarely occur, but it is also true that as a regulatory matter, it 
occurs enough that it is a major problem. 

Speaking to the Roberts-Brown bill that is before the subcommit- 
tee, I believe that this bill reflects as simple and literal a transla- 
tion of the recommendations of the National Academy into legisla- 
tion as is possible. I believe in crafting the bill. Congressman Rob- 
erts, you sought to develop a bill that simply and cleanly deals 
with the fundamental recommendations in the Academy report 
and I think that it does that pretty well. 

It eliminates the inconsistency in the standard between raw and 
processed food by applying basically the same negligible-risk stand- 
ard to residues in both raw and processed foods. It calls for a con- 
sistent negligible-risk standard to be applied to both, and it deals 
with the fundamental issue of inconsistent standards being applied 
to old and new pesticides by proposing an important change in the 
reregistration process. 

I would like to speak to that issue because, fundamentally, the 
problem with reregistration, the problem that EPA has in relat- 
ing older pesticides, stems from two or three dozen older pesticides 
that are still very valuable tools to farmers but happen to also pose 
potentially substantial risks to either man or the environment. So 
it is this pool of older products that keeps coming up over and over 
again that really is the problem. Until EPA can work through 
them in the reregistration process and come up with ways that 
those products can be used in accordance with contemporary stand- 
ards, this issue will not go away. 

In the context of reregistration and in the context of haying the 
same negligible-risk standard apply to new or old pesticides, the 
Roberts-Brown bill proposes that the act of reregistering a pesti- 
cide become essentially the same, or in the words of the bill, the 
"functional equivalent of an initial registration." 

Now, some people believe that this marks no change from the 
current statute, but let me assure you it certainly does in practice. 
Today, for EPA to suspend or cancel a pesticide, it has to have suf- 
ficient data and scientific information to prove that a substantial 
risk is faced, either by man, by a farmer or applicator of the pesti- 
cide, or to wildlife. This proves to be often a very difficult scientific 
task, so a pesticide basically remains on the market and in use 
until there is a substantial body of evidence that there is consider- 
able harm being done. 

This is really a very serious problem because it places a scientific 
burden on the agency that it can only handle in one or two or 
three regulatory cases each year. So the idea behind turning rereg- 
istration into basically the same process as registration, following a 
longer period of time, is to give the agency an opportunity for a 
clean review of a pesticide, based on current standards and cur- 
rently registered products. The question the agency would face is 
whether an older pesticide basically cuts the butter in terms of the 
balance of risks and benefits that it poses. 
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Analjrtically and technically, this is an important difference be- 
cause in this case, EPA evaluates the risk of a pesticide in contrast 
to other registered alternatives. It is often much easier for EPA to 
say that pesticide X is safer than pesticide Y. It may have a much 
more difficult time, however, predicting with any degree of certain- 
ty the absolute risk associated with either, but at least it can make 
a judgment that one is safer than the other. If the risks from one 
pesticide are substantially greater than another which offers about 
equal benefits, under the Roberts-Brown reregistration process the 
agency would be expected to leave on the market the safer pesti- 
cide and not reregister the one that is proven to pose greater risk 
but not significantly greater benefits. 

Now, given that there are many products registered for most 
major uses of pesticides, and sometimes several products from a 
similar chemical class, it is very likely that EPA is going to find 
itself forced to evaluate the relative risks and benefits for 6, 8, 10, 
even more products that are, say, herbicides for com or soybeans. 
It is going to prove, I think, a lot easier for the agency to deter- 
mine, say, the 4 safest out of a set of 6 pesticides, or the 2 most 
risky out of ar set of 10, and take appropriate regulatory action on 
those than it will be to come up with an absolute certainty of what 
the risks are for each one of those compared to some absolute 
standard. 

So this is the concept behind this new approach to reregistration 
and I believe it would greatly facilitate the task that EPA faces 
when it comes up to major groups of products about which they 
really are not sure which is the most risky or the least risky or 
how to proceed. 

The legislation also has, I think, an important title which would 
move along the process of developing some integrated pest-manage- 
ment systems. I think that it is likely that the subcommittee will 
return to those issues as it begins to crsdR; the research title of the 
next farm bill, but I would be glad to answer any questions on that 
title. 

Thank you, Mr. Chairman. 

[The prepared statement of Mr. Benbrook appears at the conclu- 
sion of the hearing.] 

Mr. Brown. Thank you very much. Dr. Benbrook. 

Mr. Roberts. 

Mr. Roberts. Yes, thank you, Mr. Chairman. 

I would just like to state from a few paragraphs of a previous 
statement when we had the hearing before when I stated, in the 
eyes of our farm organizations, and more especially, the farmers 
and ranchers of this country, nothing is more important than the 
confidence of the consumer in the safety of our food supply. I know 
I speak for many of my colleagues that, as a farm State Member of 
this Congress, no prospect worries me more than the notion or a 
real fear of pesticide residues would or could cause a real choice 
and a real frustration and a real fear on the part of the consumer 
as they try to purchase the kinds of foods that we purchase in this 
country at the grocery store. 

We are very proud of what we think is the best quality food in 
the history of the world at the lowest possible price and in that re- 
spect, I think agriculture has been, what, maybe hunkering d( 



Digitized by 



Google 



54 

in the weeds too much in a defensive posture. We have to accept 
this challenge. We have to become much more, I think, aggressive 
in embracing what you referred to as an end to the complexity of 
the problem and the regulatory gridlock. 

I want the subcommittee to know, and I want all present to 
know, that the NAS report, which you are largely responsible for, 
is indeed a watershed study. It is a blueprint for change, if you 
will, in the processes and the policies that do govern the pesticide 
residue. 

We in the Ag Committee should embrace the report; we should 
encourage the elevation of safety standards to the rational and con- 
sistent regulation of pesticide residues. Now, that is a tall order 
and I notice that you had on your dark hat this morning in terms 
of doom and gloom. I still remain, I guess, an eternal optimist, but 
I want to pay a large amount of personal credit to Dr. Benbrook, 
Mr. Chairman, for his efforts in this regard and if we are to 
achieve success, and we must, it will be in large part to the efforts 
of very dedicated folks like yourself. 

So in behalf of the farmers and ranchers in my district and in 
Kansas, I want to thank you for your efforts. 

Now, since apparently that caused the TV lights to go off with 
all of that milk of human kindness, let me ask just a couple of 
questions. 

You know that we received some criticism in regard to the Rob- 
erts-Brown bill, H.R. 4937, that this bill is too loose; that we need 
greater elaboration similar to the bill that has been introduced by 
our friend and colleague, Mr. Waxman, H.R. 4739. On page 5, that 
you did not read, in the first paragraph, you have indicated: 
''There is now widespread agreement that both exposure and po- 
tential risk is heavily concentrated in relatively few foods following 
the use of perhaps a dozen pesticides." 

If this is so, do you believe that the approach used by the bill 
introduced by the chairman and myself or the Waxman bill would 
achieve the greatest risk reduction, because that is what we want, 
and in terms of cost, and most important, I want real progress. I 
don't want an issue; I don't want to debate it anymore, and so in 
terms of minimal disruption to agriculture in the shortest period of 
time to get some progress, which approach do you think would be 
best? 

Mr. Benbrook. First of all, Mr. Roberts, under FIFRA and any 
subsequent legislation affecting FIFRA, for it to bring about any 
real risk reduction, it is going to require leadership from EPA and 
some determination to bring that about. Laws alone can't do it. 

But to answer your question directly, risk could be reduced much 
more quickly under the Roberts-Brown bill. It is less prescriptive; 
it is more flexible and, as a result, it can be enacted, or acted upon 
much more quickly. 

The Waxman bill, on the other hand, is fairly complicated both 
technically and procedurally. It requires many things to happen, 
and establishes a precise set of rules and process, which will them- 
selves require much effort to fully specify and implement, imtil 
this is done, probably no regulatory action or real risk reduction 
would be brought about until the various procedures had been car- 
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ried out fully in accordance with the new provisions in that stat- 
ute. 

So I think that if somebody wanted to go in and identify the 
highest risk uses of pc^sticides, and take actions to reduce risk, they 
could do so most quickly and expeditiously under the Roberts- 
Brown bill. 

Mr. Roberts. Want to and can do are two different things. We 
are going to hear from some witnesses on down the road here that 
simply do not trust the EPA to do that iob and I would say that 
mistrust would be regardless of who has that responsibility. On one 
hand, if you really dot the I and you cross the T and you come with 
some very rigid guidelines and definitions, I think you can make 
the argument that, by golly, this is what you are going to do, now 
do it. On the other side of it, if you do it that way, you may cause a 
tremendous cost and disruption to agriculture that may or may not 
have a bearing on the safety issue and I would like to see some 
progress. 

I would like to see at least some degree of flexibility so that the 
EPA Administrator will not step into a hornet's nest eveiy time he 
makes a decision. We have had enough of that. We have had 
enough of this adversity. That is the point I am trying to make. 

My time is expired, Mr. Chairman. I think I will yield back at 
this point, but I do have two other questions for Dr. Benbrook at a 
later point. 

Mr. Brown. We will get back to you. 

Mr. Stenholm. 

Mr. Stenholm. Dr. Benbrook, some suggest that we don't have 
leadership within EPA. I have, for a long time, wondered how we 
get leadership from any of the administrative offices of our govern- 
ment when we continue to have such diversity of opinion among 
those who are asking for the leadership. It is almost impossible, I 
believe, for anyone to give leadership when there is not an agree- 
ment on what action needs to be taken. 

For example, I am told that there are studies that show that if 
we eliminate all pesticides from the face of the earth that there 
would still be 99 percent of the known carcinogens still present in 
the world. Is that a reasonable statement? 

Mr. Benbrook. I think it is sufficiently hypothetical to not be 
very relevant to the current debate. There are a lot of things that 
cause cancer. Some of them are natural and some of them are 
man-made. There is the beginning of some very interesting work to 
try to understand the relative d^ree of risks that are imposed by 
man-made and natural carcinogens, but I don't think that we know 
quite enough yet to say with certainty that 99 percent of the car- 
cinogens are natural or man-made or whatever, but it is an impor- 
tant area to try to get a better handle on because we just might be 
missing the boat fairly substantially with our current set of poli- 
cies. 

It has raised an important question, but I don't think that the 
science is so clear that it would support a major change in regula- 
tory policy. That is my opinion. 

Mr. Stenholm. You, in your testimony, lean toward supporting 
the bill that we are considering today. It appears that you support 
the establishing of tolerance levels for various pesticides rather 
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than having an absolute ban based on an ability to measure the 
presence of various carcinogens? Is that correct? 

Mr. Benbrook. That is right, and the idea being that it is now . 
possible, at least regulatory agencies are doing it fairly regularly, 
to define a level of exposure for toxic chemicals below which there 
really is no prudent basis for great concern about there being a 
health hazard. I think that that can be done now in the case of 
most pesticide residues in food and the point of the NAS Delaney 
report is that the vast majority of pesticide uses under current 
farming practices are going to result in a residue well below that 
level. The vast majority. 

There is already sufficient information in the files of EPA to 
identify most of those uses that are clearly above that level. But 
instead of contemplating 600 active ingredients and some 15,000 
food uses of pesticides that aren't going to be fully reregistered 
until the year 2050, assuming Congress appropriates sufficient 
funds and doesn't change the law six times in between, instead of 
this enormous task, the problem becomes manageable by focusing 
on just these uses that may pose greater than negligible risk. 

If you take the current uses of pesticides and say, "Which ones 
pose a risk that is possibly above a negligible level," you go from 
tens of thousands of uses of individual pesticides down to just a few 
hundred. Then you can begin to deal with those. 

When you find a use of a pesticide that appears that it may pose 
risks above the negligible level, you ask yourself, "Is the data that 
suggests such risk valid, is that data scientifically sound? Are the 
residues really there?" That is the first thing you ask. We can do a 
better job of doing exposure assessments from pesticides in the diet 
so we look at the data and say, "Are the real residues there?" Of- 
tentimes, they are not. There are many orders of magnitude less 
than what the published tolerance level is. 

Just by a simple analysis of the exposure, one soon loses that 
concern. But in some instances, there will still be a concern. Then 
you have to say, "Is there a way we can use the pesticide to reduce 
the level in the foods," and oftentimes there are. You can use it in 
a different way, a different formulation, but after you go through 
all the steps, there is still going to be some uses that pose greater 
than negligible risk, and it is those uses that should be acted upon 
in an expeditious way. 

If the regulatory agency can get to the point where it can con- 
vince the public and the Congress that it is routinely identifying 
these potentially risky uses, and as a result reducing risk without a 
lot of hand-waving, then there is going to be some confidence re- 
stored in this whole process. But right now, because nothing is hap- 
pening on any front, the public gets the impression that all pesti- 
cides must be equally bad. It is just as bad to eat Mr. Roberts' 
wheat as your constituents' cattle and Mr. Brown's citrus. 

But it is just not that way. That is the point of the Academy 
report, that there is a way to proceed where we can identify the 
worse risks and take whatever steps are necessary to do something 
about it. It is a relatively small proportion of all uses of pesticides, 
a very small proportion of the total pesticides used in American ag- 
riculture. 

That is my speech. 



Digitized by 



Google 



57 

Mr. Stenholm. I appreciate your answer. 

Mr. Brown. Dr. Benbrook, the point that is raised here about the 
relative burden of carcinogenic elements represented by pesticides, 
even though there is probably not an adequate scientific basis for 
it, is an interesting question, as you have indicated, and it would 
be, I think, helpful for our record if there were any published ma- 
terial that indicates what this relative burden from pesticides 
might be. 

Of course, this opens up the whole question of other routes of ex- 
posure to humans of carcinogens and these come through the air, 
through any number of different things, both natural and man- 
made sources. If there is available anjrthing that would throw any 
light on this subject that you know of, I would appreciate your 
making that available to the subcommittee. 

Mr. Benbrook. Mr. Chairman, Dr. Bruce Ames, who is a distin- 
guished microbiologist and member of the National Academy, has 
really pioneered this whole concept of trying to develop a ranking 
system for man-made versus natural carcinogens. In the wake of 
all the press attention our report engendered when we released it. 
Dr. Ames and I engaged in a quite interesting dialogue through the 
mail. I have all of his pertinent articles. I would be glad to submit 
a package of materials for the record. 

[The information follows:] 
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NATIONAL RESEARCH COUNCIL 

2101 Constitution Avenue Washington. D. C. 20418 



BOARD ON AGRICULTURE TELEPHONE 

(202) 334-3062 

October 5, 1988 



Honorable George E. Brown, Jr. 
Chairman 

House SubcoRinittee on Department 
Operations, Research, & Foreign Agriculture 
2256 Rayburn House Office Building 
Washington, D.C. 20515-0536 

Dear Mr. Chairman: 

I appreciated the opportunity to testify before the subconmittee September 
7 on the Roberts-Brovm food safety bill. 

Please find enclosed material in response to your questions regarding 
cancer risks from exposure to natural and manmade substances: the roost 
recent article in Science by Dr. Bruce Ames describing his relative risk 
ranking scheme, and correspondence with Dr. Ames exploring some of the 
interesting analytical challenges that must be overccxne to develop a more 
refined analysis. I agree fully with you that Dr. Ames research raises 
significant questions, both in evaluating pesticide regulatory policy, and 
in considering how certain applications of biotechnology in plant variety 
development should be evaluated, or even possibly regulated. 

As you know, a very different body of law, regulations, legal precedents, 
and public attitudes address natural constituents of food, in contrast to 
manmade chemicals (pesticide, animal drug, or food additive residues). 
Since the goal of all such laws is public health promotion, a re-evaluation 
of these policies seems warranted to assure that a proper balance is being 
struck in our regulatory programs. A part of such an analysis should be a 
more sophisticated and complete empirical assessment of the nature and 
level of risks frcMti manmade and natural chemicals in food. I would urge 
DORFA to pursue how such a study could be undertaken. 

I also enclose information in response to Mr. Stenholm's questions 
regarding cancer trends. Please find the Executive Summary of the most 
recent NCI Atlas of Cancer, a review article of epidemiological studies on 
cancer risks faced by feunners, and a just published report on a new 
epidemiological study done in Italy. 

There is a growing body of evidence regarding the presence of nitrates and 
triazine herbicide residues in drinking water in major farming regions. 
These chemicals can react in the stomach to form nitrosamine compounds, 
many of which are known to be potent ceurcinogens. Until recently, the 
principal route of exposure, cuid concern among farmers relative to 
pesticide risks stenmed from occupational exposures. It is now extremely 
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important, I believe, to evaluate the potential risks to farm families and 
rural comminities from water-based exposures. Again, I would urge DORFA to 
consider holding a hearing, or undertaking other information generating 
activities to explore the adequacy of ongoing research designed to 
determine the magnitude of farm- related toxic hazards. 

I would like to offer congratulations to you and the subconmittee upon the 
final passage of the FIFRA. After so many yeeurs of effort, it must be a 
considerable relief. Without doubt, the bill will help a great deal in 
resolving some of the major problems in the registration process. 

Again, thanks for the opportunity to appear before the subconmittee. 

Sincerely, 



Charles M. Benbrook 
Executive Director 



Enclosures 

c: Skip Stiles w/ enclosures 



Digitized by 



Google 



60 



Ranking Possible Carcinogenic Hazards 

Bruce N. Ames,* Renae Magaw, Lois Swirsky Gold 



This review diKuitct reaiom why antnul cancer tests 
cannot be used to predict ahsohite human risks. Such 
tests, however, nay be used to indicate that 
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EPIDIMIOLOCISTS CSTIMATZ THAT AT LEAST 70% OF HUMAN 
cancer wouid, in principle, be pretemable if the main risk 
and aniirisk factors could be identified (1). This is because 
th. incidence of specific t\*pes of cancer difien markedh* in difierenc 
p^m of the worid where people have different life-st\'les. For 
cvimpie. cokm and breast cancer, which arc among the maior i\'pes 
»r cancer in the United Sates, are quite rare among JapancK in 
Lpan. but not among Japanese- Americans. Epidemiok)gists are 
prox-iding important clues about the specific causes of human 
cjKer. despite inherent methodok)gical difficulties. The\' haw 
k^cmified tobacco as an avoidable cause of about 30% of all U.S. 
c-icer deaths and of an exen larger number of deaths from other 
c- jses iL2). Less specifically, dietary- foctors, or their absence, haw 
b.cn suggested m many studies to contribute to a substantial 
proportion of cancer deaths, though the intetruined risk and 
xt:rmsk haon are being identified only sbwty {I, 3, 4). High fee 
intake may be a maior comributor » ooton cancer, though die 
evidence is not asdefiniiivc as that for the role of saturated fet in 
hcon disease or of tobacco in hmg cancer. Akoholic be\-erage 
ct>nsumption. panicularly by smokers, has been esdmaied to con- 
irihute to about 3% of U.S. cancer deaths (i) and to an even larger 
nu!Tiber of deaths from odier c au se s . Progress n prevention has 
bren made for some occupational factors, such as asbama, to which 
u.irkers used to be heaxih' exposed, with delaxxd eftcts that still 
contribute to about 2% of U.S. cancer deaths (i. 5). Prevention ma\' 
a!v» bectme possible for hormone-related cancers such as breuc 
cancer ( 1. 6), or \-irus-related cancers such as liver cancer (hepaiins 
B' ind cancer of die cerxix (papiUoma nrus HPV16) (1, 7). 

.\nimal bioassa\'s and in xitro studies are also providing chies as to 
which carcinogens and mutagens might be contributing to human 
cjncrr. Howoer, the evaluation of carcinogenidt)' in rodents is 
expensive and the extrapolation to humans is diSciik (#-//). We 
u i!i use the term '^possible hazard" for estimates based on rodent 
cancer tests and "risk" for those based on human cancer dan (10). 
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protective factors (such as scleniiim or p-carocenc) agaimt endoge- 
nous caicmogens (72); lack of odier anticarcinogens (such as diciacy 
fiber or calcium) (4); or dietary imbalances such as cxoeia consump- 
tion of fet {3. 4, 12) or sak (13). 

There is a need fix more balance in animal cancer ming » 
emphasise the fbiegouig feciors and natural chemicab as wcO as 
synthetic chemicab (12). There u increasing cxidence due our 
normal diet contains mam* rodent carcinogens, aU pcilculy natural 
or traditional (for exampb, from the cooking of fiaod) (72), and due 
no human diet can be endreh* frR of mutagens or agents that can be 
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causes of human cancer among die vast number of minimal risks. ; 
This requires knowledge of both the amounts of a substance m 
which humam are exposed and io carcinogenic potenc\'.'^ 

Animal cancer teso can be anah-zed quantitatnvh- m gi\T an 
estimate of the rdatiw caranogeiuc patencies of the chemicals 
tested. We haw prexioush' published our Carcinogenic Potcncx- 
Databasc, which shoued that rodent carcinogens van- m potencx- by 
more than 10 millionfiakl (14). 

This article attempts to achiew some perspectixx on the plethora 
of possible hazards to humans finom exposure to known rodent 
c a rc in ogen s bx* establishing a scale of the possibk hazards fix the 
amounts of x-arious common carcinogens to which humans might be 
chronically exposed. We xieu- the value of our calculations not as 
prox-iding a basis fix absohite human risk assessment, but as a guide 
to prioriix' scttii^. One problem with tiiis t\pe of analysis is that (ck 
of the nianx' natural chemicals we are exposed m in x-er\- large 
amounts (relatix-e to sx-nthetic chemicals) haxT been tested in animals 
fix cardnogenicitx'. thus, our knowledge of die background lex«ls 
of human exposure to animal carcinogens is fragmentary, biased in 
fextx of sxiithetic cheniicals, and limited b^' our lack of knowledge of 
human exposures. 
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est TDfHi value has been used 11k av-erage TDio has been caiculated separaieh- for rats and noce, and (he inore scnntivY spc^ 

sibte haurd. The database, with relcrences to die source of die cancer teats, is complete for tests published duough 1984 and for die National Toucologi- 

Pragram bioassa\i throudi June 1986 ( /4). We ha\T not indicated the route of cipMure or target sites or other parnculafs of ^^ 

pornd in dK database. Datfir humui efmurr. We haw tried to use average or reasonable daih- intakes to foolitace co m pa t iion t . In ic\^dCMCS, sudi as 

comaminated well water or ftciorv expoaure to EDB. thu is dificult to determine, and «x gi\x the vahie for the wont found and indicate p emn e n t 

information in die References and Notes. The cakulanom assume a dath- dose for a lifetime; «-here drugs are normally taken for onh- a short period we haw 

bracketed (he HERTtaiuc. For inhalation eiposumwv assume an inhalation of9.600 ten per 8 houn for (he wort ' 

indoor air at hoHK. iVoilfr /Imb«i<: The amoum of rodcm carcinogen indicated under carcinogen dose is divided b>- 7 

^unun cMtosure. and this human dose is gi>-en as the percentage of (he TDj* dose in die rodcm (in ~ " 

£spo<ure Xodent Porencx- index (HERT). 



kw^iace and lOJOO ten per 14 houn for 
b>- 70 kg to gi\t a milligram per kilogram of 
ims per kilogram) to calculate die Human 



PoiMbk 

hararvi 


Daih human 
o^iosun: 


Caidnogen dose per 
70-kgpcnon 


"^itssr- 


Refer- 


HERP «•) 


Ran 


Mice 


ences 














OOOl' 


Tap water. 1 liter 


Chlorofarm. 83 |ig (U.S. average) 


(119) 


90 


M 


0.004* 


(«t)f« «-eU in Silicon Valkx) 




(-) 


941 


9T 


00004* 


Well water. 1 liter contaminated. Wobum 




(-) 


941 


98 


00002- 




Chforofoim. 12 iig 


<119) 


90 




0.0003* 






101 


(126) 




000«* 


Swimming pool. 1 hour (for child) 


OUoroloim. 2^ ng (average pod) 


(119) 


90 


99 


06 


GjnxcmionaJ home air 1 14 hourda\i 


Fonnakfehvde. SW^ig 


1.5 


(44) 


too 


0004 




Benzene. 155 m 


(157) 


53 




21 


Mobile humc air 14 hour'dav) 


1.5 


(44) 


28 




Paneult mid mktr mMbm 








00002* 


PCBs: daih dictar%- mrake 


PCBs. 02 iig i\:.S. avmge) 


1.7 


(9.6) 


tot 


0003* 


DDEDOt. daih- dKtar\ iraake 


DDE. 2.2 |4g (US. average) 


(-) 


13 


16 


0.0004 


EDB daih dmarx uuake 
1 from gfamt and gram products) 


Edivienedibromide,0.42|ig 
its average) 


1.5 


(5.1) 


102 












0003 


Bacon, cooked (100 g) 




(0.2) 


0.2 


40 


0006 




Diethvlnitrosamine. 0.1 m 


0.02 


(*) 




003 


Sake 250 ml. 


Urethane. 43 |4g 


(41) 


22 


24 


0.03 


Comlm- herb tea. 1 cup 


Sv-mphvone. 38 m 


1.9 


(?) 


103 












003 


Peanut butter i32 g; one sandwich) 


AHatoiin. 64 ng (U.S. average. 2 ppb) 


0.003 


(») 


18 


1106 


Dned squid, broiled in gas oven (54 g) 


Duncthvlnitrosamine. 7.9 |tg 


(0.2) 


0.2 


3' 


no- 


Brown mustard <S g) 
Basil (Ig of dried lean 


Allvl itothKKvanatc. 4 6 mg 


96 


(-) 


4- 


il 


Estragole. 3.8 mg 


(M 


52 


48 


(•1 


.Mushroom, one raw ( IS g) iA^'naa kprrw i 


1 .Mixture of hvdrazuxs. and so fonh 


(M 


20.300 


lot 


o: 


Natural root beer ( 12 ounces; 354 ml) 
(now banned) 


Safrt>le. 6.6 1^ 


(436) 


56 


105 


008 


Beer, befeire 1979 ( 12 ounces; 354 ml) 




(0.2) 


0.2 


38 


:.»• 


Beer (12 ounces; 354 ml) 


Ednl alcohol, 18 ml 


9110 


(M 


23 


4-* 


Wine (250 ml) 


Ediv-1 akohol, 30 ml 


9110 


(?) 


23 


^2 


Comfre\ -pepam tablets (nine daih) 


Gimfeev- root. 2700 mg 


626 


(») 


103 


13 


Comftex-pepsm tablets (nine daily) 


Symptivwic, l.B mg 


1.9 


(?) 




00(N>2 


AF-2: daih- dietar^ intake befeire banning 




29 


(131) 


44 


00^• 


Diet CoU( 12 ounces. 354 ml) 


Saccharin, 95 n« 


2143 


(-) 


106 


.03) 


Phcnacctin pill (average dosc) 


Phenacenn. 300 mg 


1246 


(2137) 


51 


ti;' 




(542) 


506 


107 


?6^' 


Isoniazid piU (prophvlactic doK) 
Phcnobarbital. one sleeping pill 


Isoniazid. 300 m 
Phcnobarbital. 60 mg 


(150) 
(♦) 


30 
5.5 


108 
50 


l'' 


Qofibratc lavcragc daih- doac) 


Cfolibrate.2000mg 


169 


(?) 


52 


58 


Formaldehyde: Workcn* average daih intake 
EDB: Worken' daih imake (high exf^it) 




1.5 


(44) 


100 


140 


1.5 


(5.1) 


55 
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fccch-ed Im' toda\''s tinnitifn minen. Two paiticulwh' comafniiund 
homes w'Cfc ibiind that had a risk csdmaied to be equh-alem to 
fccehinf about 1200 chest x-nyt a day {49). Appnuimateh' 10% of 
die hmg cMoer in the Unmd Sam has been temativdy attributed 
to radon poUuiian in houses (49). Mam- of dieK cancers mifht be 
pmvKabie since die most haiaidous houses can be identified and 
modified lo miniinise radon contamination. 

General outdoor air pottudon appcan K> be a smaU risk rdarive to 
die poOution inhaled by a smoker one must brcadie Los Angeles 
Miwg for a year CO inhale the same amoum of burnt material that a 
smoker (t«'o packs) inhaks in a day (12), diough air poOuiion is 
inhaled naning from binh. It is diiCcuk to determine cancer risk 
tram outdoor air poUucion since epidcmiok)gists must accurately 
control for smoking and radon. 

Smm mmm dn^ shown in Table 1 give furix high HEKP 
percentages, primarih- because the dose ingested is high. However, 
tince most medicinal drags are used for onh- short periods while die 
HERP index is a daih- doK rate for a liAcime. die possible hazard 
wtMiid usualh* be markedh' less. We emphasise this in Table 1 by 
brjvkcting the numbers for ihcK shorter exposures. Phcnobarbital 
.HF.RT ■ 16%) «'as im-esdgatcd thoroughh* in humans who had 
take:-. -.' for decades, and thm was no comindng cxidence that it 
wJu^J cancer (50). There is evidence of increased renal cancer in 
!i>i:u:tfrm human ingestion of phenacetin, an analgesic (51). Aea- 
jnviMiphen. a metabolite of phenacetin. is one of the most widely 
.>cJ u\er-die-counter pain killers. Oofibraie iHERP - 17%) is 
;:h.1 x< a h\-polipidenuc agent and u thought to be carcinogenic in 
r.Hknts because it induces hydrogen peroxide production through 
jvrf. ..«me proliferation (52). 

<l. ratimuU txfmum can be remarkabK- high, particularh* for 
vo:.!;i;«. carcinogens, because about 10.000 liters of air are inhaled in 
J u<>rking da>-. For formaldehx-de. the exposure to an a\Trage 
ui rkcr (HERP " 5.8%) is h^her than most diccan* intakes. For a 
nui -.ber of volatile industrial carcinogens, the ratio of the p e r m i ncd 
c\,-.>ure limit [U.S. Occupational Safet\' and Heakh Admintstra- 
:i...^ OSHAi] in milligrams per kilogram to the TDw has been 
. .:!. uUred; several are ck)se to the TDjo in rodents and about t«x>- 
r:-.:rJs have permitted HERP values >1% (5J). The possible hazard 
c<!. mated for the actual exposure k\-els of the most heaxih- exposed 
E!>B x»-ori(crs u remariubh- high, HERP- 140% (tabic 1). 
TMugh the dose may have been somewhat o\-erestimated (54). it 
u > «h!l comparable to the dose causing cancer in half the rodeno. 
\: epidemiologic study of these heaxih' exposed EDB «-orkers who 
ini-i!ed EDB for over a decade did not show am' increase in cancer, 
th-jgh because of the limited duration of exposure and the 
ft! 'meh- small numbers of people monitored the stud>' wouU not 
ha-.c detected a small tSea (S4. 55). OSHA srill permits exposures 
aN>\e the TDm lexxl. California, howe\-er, bwered the permitted 
hrvvl over 100-fokl in 1981. In contrast with these hcavx- workplace 
rxpiMures. die Environmental Protection Agencv- ( EPA) has banned 
die jkc of EDB for fumigation because of the residue levels found in 
pain. HERP -0.0004%). 



Uncertainties in Relying on Animal Cancer 
Tests for Human Prediction 

i^ptcm mrmim. Though we list a possible hazard if a chemical is a 
carcinogen in a rat but not in a nnousc (or vice versa), this lack of 
Jcr;..-mi-nt raises the po8sibilit\- that the risk to humam is nonexis- 
ten; Ot' .^92 chemicals in our database tested in both ran and mice, 
^-^ vvcrc carcinogens in at least one test, but 96 of thcK H-cre 
ptHitiw in the mouse and negarive in the rat or vice versa (56). This 
•lis:.»rJance occurs despite the fkt that rats and mice arc \xr\ ckMeh* 
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rebied and hav« shoR life-spins. Qualitati\« extrapolation of CMccr 
risb fiom ran or nike o humans, a verv* dissimilar kxy-livvd spcdf». 
is unlikeh' o be as reliable. Com«neh', imponam human cMcnoftaik 
nm- not be detected in standard tests in rodents; dus w» trae for 4 
\oo% time for bodi rabacco smoke and alcohol, die two Ivyeu 
i d cn d fi e d causes of neoplastic deadi in the Uniicd States. 

For mam* of die chemicais considered rodem carcinogens, ihctw 
ma>' be negative as well as posiovv teso. It is dificuh to deal with 
negative results saasfectorih- for several reasons, including die lai.i 
that tome chemicals are tesaed only once or twice, «1iile others ar«. 
tested many times. The HERP index ignores negative tests. When, 
diere is species varinion in potency, use of die more scmiiivi. 
species, as is generally done and as is done here, oould introduce * 
tendency- to o verestim ate possible hazards; however, for umm 
chemicals due are posicivie m both spedes, die poienc\' is smiLir m 
rats and mice (57). The HERP ma\' provide a rough oorrelaic ul 
human hazard from chemical exposure; ho»«vcr. for a givai 
chenucal, to the extent that the potencv' in humans diflers 6am thw 
potency in rodents, the relanve hazard would be di0crem. 

Qiumtiuum umtrtmmtia. Quanotaove rxtrapolaoon fiom tu 
dents to humans, particularh' at bw doses, is guesswork thai wt, 
havie no wav- of validating (1. 5. l(K II, 58). It is gucsawxirk becauM.- 
of lack of knowledge in at lease sis major areas: (i) the bttn. 
mechanisms of c arcin ogenicity; (ii) the relation of cancer, aging, jiiil 
lifespan (/, 10, 42. 5P); (iii) the timing and order of the steps in tht 
carcinogenic process that are being a ccekraied; (iv) spedes diiu 
enccs in metabolism and pharmacokinetics; (v) species diBeiciiM» n* 
anticarcinogens and other defenses (1, 60): and (vi) human beta**- 
geneit\^~~for example, pigmentation aflecB susoepdhuity lo akm 
cancer from uhraviokt light. These sources of unoetiainty ai« m* 
numerous, and so suhsrantial. that onh' empirical dan wiO icsuK«. 
them, and Ittde of this is a\-ailable. 

Unemmmtus dut t» mttlnmim m w w i /f i my MrcM^priHsv. Sev «7ai 
steps (Stages) are invoh-ed in chemical ca rcin ogenesis, and the duM.- 
response ouvt for a carcinogen m^ depend on the pamcubi 
stage( s ) it accelerates (58), w-idi multiplicativx etfects if several Kagn 
are atfKted. This multiplicative etfea is consistent H-ith the obicrxa- 
tion m human cancer that sv-nergistic etfeco are common. The thru, 
steps of carcinogenesis diat havT been anahied in most detail ««. 
initiation (mutation), promotion, and progression, and «-e dikciig» 
these as an aid to understanding aspects of the doae-response relanuiv 

Mutanon lur DN.\ damage) as one stage of the carv:uiiiguih. 
process is supported bv- various lines of evidence: assocutititi m 
active forms of carcinogens vnith mutagens i6i). the change in 
DNA sequence of oncogenes (62), gencnc predisposition tu caiKci 
in human diseases such as rennoblastonu (&I) or DN.Vrciuii 
deficiencv- diseases such »s xeroderma pigmentosum \64\. The kka 
that genotoxic carcinogens might show a linear dose-response niiglu 
be pbusible if only the mutation step of carcinogenesis was accckT- 
atcd and if the induction of repair and defense enzv-mes wen; iim 
significam facton (65 1. 

Promotion, another step in cardnogcnesis, appears to imohc cell 
proliferation, or perhaps patxicuLir t\-pes of cell pruliferatiuit (06 1. 
and dose-response relations widi apparent threshuMs. a mdii^Jicd 
bv various lines of evidence: (i) The «xirk of Trosko a at. (&'\ cm 
promotion ot' carcinogenesis due to interference Hith cell-cell unii 
munKotion. causing cell proliferation, (ii) Rajeuskv's and uthei 
«xirk indicaring initution bv* some carctnogetuc agents appcir» t» 
require pn>1ircrating target cells {68). (iii) The »wk of Farber er ai 
(69) on liver carcinogenesis suppons the idea that cell pruiiferatMMi 
(caused bv- panial hcpatectonn- or ccU killmg) can be an importain 
aspea of hepatocarcinogcnesis. Thev- havT also shown for sev^-rjl 
chemicals diat hepatic cell killing show-s a toxic dmshoki wirii don. 
(iv) Work on cardnogcnesis in die pancreas, bladder and stunvKli 
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lack die knowkdge to do low-dote '*nsk auesHnem." We also are 
alinosc iumptetc h - ifnorant of the caidnofenic potential of die 
enomwus background of natural chemicals in die «-orkl. For 
example, chobnestenie inltiUiori are a oimmon dasa of pesticides, 
bodi nun-made »d n«uraL Solamne «id chaconine (die main 
alkakNds in poocoes) are cholinesteraae inhib iton and «-ere intro- 
duced genenlh' into the human diet about 400 \-ears ago «idi die 
dissemination of die potato from the Andes. The\' can be detected in 
die bkxxi of almost all people (12, 90). Total alkaksids are prescm at 
a k«-d of 15,000 |ig per 200-g potato with not a targe safet\- (actor 
(about sixlbU) from the toxic lex-d for humans {91). Neidicr 
alkakxd has been tesced for cardnogenidty. By contrast, malathion. 
the main siivheoc otganophosphaie cholmesterase mhibitor in our 
diet ( 17 |ig^da\') (16). is nor i carcinogen in rodents. 

The idea diae nature is benign and that e\-olution has allowed us 
lo cope peiftcdy with the toxic chemicals in the natural world is not 
compelling for so-eral reasons: (i) diere is no reason to think that 
natural selection should eliminate the haaard of carcinogenicitx- of a 
plant toodn diat causes cancer in old age past the reproductiw age, 
dwmh there couU be selection for resistance » die acute effects of 
particular carcinogens. For example, aAaioxin, a mold toxin dut 
presumabh' arose earh- in cxiohnkm, causes cancer in trout, rats, 
mice «id monke\-s, and probabh' people, diough die specks are not 
equally sensinw. Mam* of the com m on metal salts are carcinogens 
(such as lead, cadmium, bef>-Iliuni, nickd, chromium, selenium, and 
arsenic) despite their presence during all of evtihiiion. (ii) Gi^-en the 
enormous vuiay of plam toxins, most of our deftnses ma\- be 
general defenses against acute eftcts, such as sheddii^ die surface 
lining of cells of our digesti%-e and respirator}* s\'stems e«*er>' da\'; 
protect in g these sutftces with a mucin lai-cr; kit ing detoxifv-n^ 
cmx-mes that are o6en inducible such as otochrome P-450. 
coniugatif^ enzxincs, and glutathione transferases; and havii^ 
D>M repair enn'mes. which wtHild be useful against a wide varictx* 
of ingested toxic chemicals, both natural and s\-nthetic. Some human 
cancer mat* be caused by interrermg with these normal protecnw 
smems. (iii) The human diet has changed drasticalh- in die last few 
dwusand >«ars, and most of us are eadng plana (such as coffee, 
potatoes, tomatoes, and kiwi fhiit) that our ancestors did not. (i\-) 
Normal metabolism produces radiomimetic mutagens and carcino- 
gens, such as m'diogcn peroxide and other rcactn'C forms of ox\*gen. 
Though wie ha\-e defenses against these agents, tho- sdU ma>- be 
major contributon to aging and cancer. A wide vmexy of external 
^eno mav disturb this balance between damage and defense {.12. 
42). 



Impliaitioiis for Dcdsion-Maldiig 

For aU of these considerttions, our scale is not a scale of risks to 
humans but is onh* a way of scttii^ priorities lor concern, which 
shouM also take into aooount the numbers of people exposed. It 
should be cmphasiaed that it is a linear scale and thus ma\' 
oi'erestimate low potential hazards if, as we aigue above, uneantx* is 
not the normal case, or if nongcnotoxic c a rc in ogen s are not of \-er>' 
much concern at doses much bebw the toxic dose. 

Thus, it is not scientifically credible to use the resuks from rodera 
tests done at the MTD to direcdx' estimate human risb at tow doses. 
For example, an EPA ''risk assessment" (92) based on a succession of 
worst caK assumptions (se\-eral of which are unique to EDB) 
condudcd diat EDB residues in grain (HERP « 0.0004%) couM 
cauK 3 cases of cancer in 1000 people (about 1% of aU U.S. cancer). 
A consequence was the banning of the main fumigam in the 
country. It would be more reasonable » compare the possible 
hazard of EDB residues to that of other common possible huirdi. 



For example, die afbtoKin in die awage peanut butter sandwidi, or 
a raw mushroom, are 7S and 200 times, rcspectiivlv, die possibk 
hazard of EDB. Before banning EDB, a useful substance widi radier 
tow residue le\-ds, it might be reasonable to consider wiiedier die 
hazards of the altcfnati\-cs, such as food irradiation, or die conse- 
quences of banning, such as increased mokl contamination of grain, 
pose less risk to societ\'. Also, diere is a dispantx- beni-ecn OSHA 
not regulating worker exposures at a HERP of 140%. while die 
EPA bans dK substance at a HERP of 0.0004%. In addition, die 
FDA altow^ a possible hazard up to a HERP of 0.3% for peanut 
butler (20 ppb). and diere is no warning about bming comfrct- piUs. 

Because of the targe background of tow-le\Tl cardnogenic and 
odier {93 ) haiards, and die high costs of regulation, pnorii\- lettuig 
is a cridcal first step. It is important not to distn sociei\ s atiemion 
away from die few realh- serious hazards, such as tobacco or 
saturated fu (for hean disoae), b^- die pursuit of hundreds of minor 
or nonexistem hazards. Our knowledge is also more certain about 
die enormous toll of tobacco— about 350,000 deaths per \«ar (/. 2). 

There are mam* trade-oA to be made in aU technologie s . Trichto- 
roedn'lene and teirachtoroeifa>icne (perchtoroethilene) replaced 
hazardow flammable sohvnts. Modem s^-nriietic pesticides dis- 
placed lead arsenate, which was a maior pcsddde before die modem 
chemical era. Lead and arsenk are both natural carcinogens. Hiere is 
also a choice to be made between using symhctic p es ticid a «id 
raising the le\'d of plana* natural eoadns by breeding. It is not dear 
that the latKt approac h , even where feasible, is preiBrable. For 
example, plant brcedeis prod uc ed an insect-resistant potato, which 
has CO be withdrawn from the market becaiMe of io acute loxicxx' to 
humans due to a high ievd of the natural plant toxins solanine and 
diaconine (i2). 

This anah-sis on the le\«lt of s^iithetic poUuiano in drinking 
water and of si-nthedc pesticide residues in foods tuggeso diat this 
poUution is Ifltfh' to be a minimal c ar c i nogenic hazard rdatix-e to the 
backgrourid of natural car cin o g e n s. This result is consaeem with the 
epidemiotogic evidence (i). Obviously prudence is desirable with 
regard to polhidon, but we do need to work out some balance 
between chcmophobia with its high com » the national wealth, 
and sensible managemem of industrial chemitals {94). 

Human life expectancy' continues to IciigUicu in industrial coun- 
tries, and the tongest life expectancx* in the wxxkl is in Japan, an 
extremdy crowded and industrialized countr\'. U.S. cancer death 
rate*, except for lung cancer due to tobacco sind melanoma due to 
ultraviolet light, are not on the wfiole increasing and .ha\T mosth- 
been steady for 30 \vars. New progress in cancer research, molecular 
biologi', epidemiuiug\-, and biochemical epidemwtogi- (05) will 
probahK- wuminue to increase the understandii^ neoessar\- for- 
lengdiening life-span and decreasing cancer death rates. 

UFIMNCU AMD NOTU 
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DEr^HTMENTOKBICXHSMinK^ BERKELEY. CALIFORNIA 94730 

June 26, 1987 



Dr. Charles H. Benbrook 
Executive Director 
Board on Agriculture 
National Research Council 
2101 Constitution Avenue, N.W. 
Washington, D.C. 20A18 

Dear Dr. Benbrook: 

You have been cri'ticiting our work erroneously, and this letter is a 
request to read our recent paper in Science more carefully, and to think more 
deeply about the implications for the NAS-NRC report on pasticides. 

In the Jiine issue of Insight magazine, you are quoted as saying, "I don't 
think there are any natural products that would coma anywhere near the 
magnitude of the risk of EDB in oranges and grain at the levels it was foxind 
prior to its cancellation." One of the main points of our Science paper was to 
show that this is not true. The residue levels we used for EDB in grain were 
taken xrom the EPA document justifying the ban of EDB. These were actual 
levels on what the American public was cons\iming at the time of the ban. Our 
HERP index value for this intake, O.OOOAZ, is trivial compared to many 
commonly consumed natural substances reported iii the table in Science . The 
residxie of EDB on oranges is primarily on the skin, and the intake was even 
less than from grain. The HERP index is a ratio of the human exposure dose 
(in mg/kg/day) to the carcinogenic potency in rodents (in mg/kg/day) reported 
as a percentage. 

In our paper we emphasized that the potential hazards from pesticide 
residues should be viewed in the context of many larger natural exposures and 
that it is not scientifically credible to use the results from rodent tests 
done at the HTD to directly estimate human risks at low doses. We said, 

"For example, an EPA "risk assessment" (92) based on a succession of 
worst case ass\imptions (several of which are uniqxie to EDB) concluded 
that EDB residxies in grain (HERP " O.OOOAZ) could cause 3 cases of cancer 
in 1000 people (about IZ of all U.S. cancer). A consequence was the 
banning of the main fumigant in the country. It would be more reasonable 
to compare the possible hazard of EDB residxies to that of other common 
possible hazards. For example, the aflatoxin in the average paanut 
butter sandwich, or a raw mushroom, are 75 and 200 times, respectively. 
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the possible hazard of EDB. Before banning EDB, a useful substance with 
rather low residxie levels, it night be reasonable to consider whether the 
hazards of the alternatives, such as food irradiation, or the 
conseqxiences of banning, such as increased mold contamination of grain, 
pose less risk to society...." 

The pAfici?, and my prtviout pApar in Seianca ^ also point out that we are eating 
10 000 tiaas inorc of ri«tur«*A past ic: Idas daily than oan-oada p«itlclciei and 
that only a handful of thaie have been testied in anloal cartcar t«fts Tha 
frequency of positive results In aniaul bioasi^ayx high for both nature 
pastlcldas and man-Eude peaticides A0-6CX) so thera ia avary raaaan to think 
we vi find a vhole new world of circinogenB among the natural chamicals whan 
more are tested Ue are lowly compiling a long list of tha natural cheolcala 
we think should be tasted, and we are ispreased with how large are the wsountt 
ingested and how lose most are to the toxic level. Our paper points out the 
case of solanine and chaconlna: 

"...SQlanine and chaconine (the main alkaloids in potatoes) are 
cho line ite rase inhibitors and were introduced generally Into the human 
diet about ^00 yaarm ago with the diiseaination of the potato from the 
Andes. They can be datected in the blood of almost all people (12,90) ■ 
Total alkaloids are present at a level of IS 000 itg per lOO-g potato with 
not a large safety factor (about sixfold) from the toltic level for humans 
(91). Ne ther alkaloid has bc»n tested for carcinogenicity. By 
contrast, malathian the main synthetic organ ophosphate chollnaat erase 
inhibitor in our diet (17 yg/day)(16), is not a carcinogen in rodents." 

"...There is alKO a choice to be made between using synthetic pesticides 
and raising the lavel of plants' natural toxins by breeding It is not 
clear that the latter approach * avan where feasible, is preferable. For 
example plant breeders produced an tnaact- resistant potato which had to 
be withdrawn from the loarkBt h«causa of its acute toxicity to humana due 
to a high level of the natural plant toxins solanine and chaconlna 2)." 

Thus, in your report you point out that tomatoes are allotfad to b«ve the 
i»st raslduei, and you also aay, "Advances in classical plant breading, .offer 
soove promise for non chemical past control in the future. Konchemical 
approaches will be encouraged hy tolerance revocations if more prof table 
chemical controls are not available...." I don't think you would have made 
such a statement if you had read and absorbed my 1983 Science paper (Vol. 221, 
pp. 1256-126A). Of course, tomatine, one of the alkaloids in tomatoes, is a 
chemical, too. It ia untested in rodent cancer bloassays and is present at 
36 000 ug/iOO g tomato and is orders of magnitude closer to the toxic level 
(as are solanine and chaconine) than are man-made pesticide residxies. 

In the New York Times you were quoted as dismissing our work because we 
didn't heve the latest data. We are not certain whether you were referring to 
residue ogta or the results of animal bioassays Uith respect to the residue 
levels we did use the latest published FDA data on actual pesticide residues 
found in food« Residue data was available for only a few of the chemicals 
that you evaluated in the NAS report For our purposes it would be useful to 
have more published data on actual residues. The methodology in your report 
did a di ferent thing: hypothetical worst'case analyses assuaing that every 
farmer used every possible allowable pesticide at the maximum allowable 
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(revised IIIUIZI) 

residue levels. I do think, by the way, that it was quite useful and 
reefio^nable for yob people to have analyted permissible residue levels. and 
thought there vas siuch useful naterial in your report. We h^va used 
pensiasibla levels for worker exposures in a recently submitted paper on P£RP 
values [Fenoiisibla Exposure/ Rodent Potency as contrasted with our M£R? values 
actual exposureJ] for occupational exposures to carcinogens, which often come 
out extreissly high, incidentally 

We, of courie realize that the latest actual exposure figures f ron the 
FDA vhlch ve quoted don t include every possible pesticide, but they are a 
reasonable atteiopt^ and ve haven t seen any results including your own that 
our e«tiaate cf 42 M% of posiibly carcinogenic pesticide jresiduei consumd in 
* day CeA*uaing everything not tested will be a carcinogen) la going to be 
very far off. for conpariion ve also aenclon in our paper that there are 
about 500 ME ^^ carcinogens in a cup of coffee (hydrogen peroxide and 
oethylglyoxal), IBS pg of carcinogenic fomaldehyde In e slice of bread, 10 
tines iwre fonnaldehyde In a cola, 760 vg of carcinogenic estregole in a basil 
leaf, a gram of burnt material from cooking our food, nitrosamines formed in 
our gas ovens, etc. 

With reepect to animal bioassay data, the NAS report does calculate Q* 
with animal bioasaay data that ace not in the published literature end that ve 
would like very siuch to havft for Our Carcinogenic Potency Database r [ki you 
know how ve might obtain these data? We have converted your Q* and THRC 
values to approve lioate our PERF index, end we calculate that all of the 
permissible risks in the. NAS report lusiped together produce a PERP valxie about 
the equiVAlant of consuming (HESP) the alcohol in one glass of wine per week. 
This sort of cDnparmtive analysis, and not using the uord ^'risk" fur 
oathematical Juggling in tha dark, will help to prevent people from 
converting your numbers to absurdities. Lawrie Hott of the Natural Resources 
Defense Council for example was quoted by the N»w York Tijmw as saying, 
"Using the vorst-case risk estimates, th« number Of cancer Case* caused by the 
2% pesticides in this country 1.A6 million over the 7Q-yeeT lifetime 
exposure. But... the risk numbers 'significantly understate' the perils of 
cancer to consumers . . . . " 

I am not terribly concerned, as pointed out in the paper, about the 
carcinogenic risks from basi leaves and peanut butter sandwiches as don't 
believe any of these hypothetical wcsrst-case risks far fron the toxic dose 
will have auch relation to reality Our paper discusses the work of Farber 
and others, which suggest i that a mutated oncogene in the iver iin^t enough 
for carcinogenesis and that you need clonal selection (promotion which you 
can get through toxicity. I think one is cooraonly supplying toxicity in 
enimjl tests by using the maximum tolerated dose and therefore that the true 
dose response will fall off sharply with doee> think va should he looking 
more for toxicity reactions (hepatitis B, alcoholic cirrhosis, sunburn, etc.) 
in human cancer. 

an becoming convinced, though I won't go into detail here, that 
attempting to regulate carcinogens at 0'^ lifetime) hypothetical worst- case 
risks, though better than a Delaney approach^ is counterproductive for several 
reasons. The world is full of risks much above that, so paying attention to 
minor risks diverts scientists end regulators frov nore serious and productive 
work, thus decreasing public health. Public health is also decreased when one 
confuses the public so that they lose sight of what is important in the 
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plethora of risks. Since epidemiological evidence on disease indicates that 
we should be eating more fruit and vegetables, not less, raising their prices 
BMy be costly in terms of public health. If the levels of natural pesticides 
are raised closer to the toxic level by plant breeding, an inevitable 
consequence of eliainating nan-made pesticides, this will probably decrease 
public health as well. < 

I enclose a recent article on one of the most eminent epidemiologists* 
reservations about "risk assessment" and some of my writings that you should 
find of interest. I would appreciate a copy of the clarification letter you 
send to Insight about the quote I started this letter with. Do come visit if 
you are here in the Bay Area. We have some mutual interests to discuss. As 
an inducement, 1*11 tell you about the natural compound we are all eating in 
large amounts that has many of the properties of dioxin. 

^ Yours truly. 



Bruce N. Ames 
Professor and Chairman 

BNA/ssk 
Enclosures 

Peto 

Water II 

Science Review 

Ranking 

cc: National Research Council Comnittee 
(w/enclosures) 
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DEPAHTMENTOK BICKHLMISTIIY BERKELEY. CALirORMA 94730 

July lU, 1987 



Dr. Charles M. Banbrook 
Executive Director 
Board on Agriculture 
National Research Council 
2101 Constitution Avenue, N.W. 
Washington, D.C. 20418 

Dear Dr. Benbrook: 

In my letter to you of June 26, I would like to correct one sentence. 
We calculated the equivalent of all of your permissible hazards lumped 
together as the equivalent of the alcohol in 2 beers a year. This number 
was based on using the numbers from your Tables 3-17, 3-18, and 3-19. These 
Tables indicate the dose as mg pesticide. This is an error in your Tables, 
and our calculation is therefore incorrect. It should be mg/kg, which is 
indicated in your Appendix B. When we noticed the discrepancy, we made some 
phone calls to check which part of your report was correct and have determined 
that it is Appendix B. My sentence should therefore read: 

"We have converted your Q* and TMRC values to approximate our 
PERP index, and we calculate that all of the permissible risks 
in the NAS report lumped together produce a PERP value about the 
equivalent of consuming (HERP) the alcohol in one glass of wine 
per week." 

I enclose a revised page 3 of my letter as a substitute for your files. I 
await your reply to my letter. 



Yours truly, 

Bruce N. Ames 
Professor and Chairman 



BNA/ssk 
Enclosure 

cc: National Research Council Committee 
(w/enclosure) 
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NATIONAL RESEARCH COUNCIL 

2101 ComtilulKin /W«nwv Mhshingipn O C 2ii4)l 



■OA«D OK ACRlCtaTVRK TtLEPMONE 

(202, 3J4-3062 



August 3. 1987 



Dr. Bruce Ancs 

Chairman 

Daparcnant of Biochaniscry 

Unlvarsity of California • Barkelay 

Barkalay. CA 94720 

Dear Dr. Anes: 

Thank you for your provocative letter of June 26. My apologies for 
not responding sooner* ^we have spent the last two weeks settling into a nev 
building. 

Your letter raises so many interesting issues and challenges, I hardly 
know where to begin. I am certain that your Science article stimulated 
thinking and research in the appropriate disciplines and that it will no 
doubt continue to be a topic for discussion and debate both in scientific 
and regulatory circles. The Board on Agriculture's recent report on 
pesticide residues in food will also be the topic of future analysis and 
debate. The end result of your article and our report should be a more 
informed judgment and rational regulation of possible carcinogenic 
substances in food. 

Let me briefly clarify the objectives of the NRG report. The 
committee's charge was to analyze the impact of the Delaney Clause on the 
pesticide tolerance setting system and to provide EPA with a means to 
analyze these effects. It was not our objective to rank the relative risks 
of pesticides or foods based on actual residues. Data gaps prevent such a 
comparative risk assessment using actual or even anticipated residue data. 

The worst-case rankings contained in the report are only meaningful 
when viewed in the larger context of the committee's charge. The worst • 
case risk methodologies underlying the committee's analysis were the only 
way the committee could empirically answer questions basic to its charge 
regarding the nature and distribution of potential oncogenic risk in 
different kinds of foods. The committee had no choice but to use EPA's 
TMRC exposure estimates in conducting its analysis. Actual residue data is 
available on relatively few pesticides, and often for only some of t^e 
crops on which these pesticides are registered. Selective incorporation of 
actual residue data for some of the 28 pesticides studied in depth would 
have biased the results. 

Moreover, the committee lacked confidence in the consistency and 
representativeness of the "actual residue data." Depending upon who 
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requests or develops the data, the analytical methods and proejdures 
underlying the aeasurenent of "actual residue data* may differ markedly . 
You will soon discover this as you compile an actual residue database for 
pesticide risk assessment. 

In view of these limitations, the committee decided after a year and a 
half of discussion that it had two options: It could report its analycical 
findings h*t*i on Che THKC mithcidology. or it could include «a««T;tltlly no 
findings in the report, preicntlng only Its sense of the dliCribuclon and 
potential risk from herbi idis insecticides, fungicides old and nev 
pesticides end Tctiduet in raw v«rcu£ prDcet£«d faads After consldvrabli 
internal ditcuAsion the connslttvt was convinced of the viltdity of the 
report's betic findings despite the feet that the covnittee knew the decA 
might be uitd co aisrtpresent the connBictee** flndlnK*- Jlore^iver the 
findings led directly to iioportant reconmendatlons vhlch would have no 
basis without the Justification inherent in the tables and analysis in 
Chapters 3, 4. and 5. 

In your recent Scl«nc# article, the analysis of pesticide exposure 
focuses &tx relatively few pt*ticlde£"thoie detected by FDA in one of its 
narkec baske surveys You are aware I am sure, of the many deficiencies 
in FDA's testing nethodc both in terms of sample fixe and residues 
detected. Ai a result, your concl unions are Imited lo the quality of this 
data Likewise the IfKC report m 'vDFtt-caae'/'pemliiible leve * rltk 
assessnerita heve coat under Imilar criticisms. Ve are all limited by the 
quality atrd conpl'ecincii: cf data on p«itlcldc toxicity and dietary 
e^Diuire. The tables and lists presented In our report axe all based on 
risks associated with permissible lavele of retlduas They are priBarlly 
intended to deacons trete the dlatrlburtion of risk and rhe merit of 
distinguishing between pOEilble 'big" risks In contrast to certain de 
minimus" rlaks, and to dettonttrate to EPA the types of analyses that may be 
useful in devising a more rational regulatory program for pesticide 
residues in food. 

The committee agrees that cancer risk from other sourcea la greater 
than risks posed by pesticides, but would argue that thl conclusion is not 
particularly relevant to its charge, which was to offer EPA suggestions on 
how to assess options for regulating cancer causing pesticide res i dues in 
food. Uhether cigarettes or comfrey tea present greater risks than 
pesticides Is not garnenc to the analysis It Is howeve an issue 
readily addreaied in the context of the NRC report analytical framework, 
and the regulatory implications of vhlch nay be evaluated using the 
principles inherent In the report recomendationa If a concensus 
•serges and cancer risk fron natural conteminante or const tutnts In foods 
pose greater risk than pestiddsE this recognition will challenge 
Congress, federal agencies, and the public to confront many basic 
asstimptions about how public health can and should be Improved. 
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The basic point of your letter, as I understand it, is thi^ 'some 
natural carcinogtnA are auch worse than nost, if not all, tested synthetic 
chtDiC4ls Such M. Judgtnent Butt ultiiutely rest upon knovltdfc of both 
done «ndl tDxlcologlc^l pattncy and Bftny other fBctorn that aay intervene 
in dctemlnlrg how huKani respond to tupiUMV* to v^riout agent*. Some 
feel*ntists also theorite thxt humAni have developed m degree of "genetic 
rcclttanec* to some neturel cmrelnog^ens 've read pcrtuesive argunrnc on 
aevcral sldec of theic l*au«A Including the inportsnt points you and your 
colleague! Bade In revpohie tv letters following the 19S3 Science article. 
I an not avare of recent avidence that hajfi shifted saikedly the center of 
these debates. vculd greatly appreciete your views on slgnlficAnt nev 
developaents in the sciences underlying rlmk «ssessaent and pertinent "to 
these issues. 

You state that regulAtory ectlons agiinst acft pesticides are hard to 
justify in teras of relative rlAk reduction achieved. I aa a strong 
believer in the concept of relet ve risk and eetach a recent paper 
articul ing in nore detal how 1 envision Telatlve Tiik deciiion-naking 
within the context of TIFRA an »Qit anxious however to gain m. firmer 

■cnie of hov feit a concensus within the scientific comnunity sight everge 
in support of your basic hypothesis f snd when it docs the inplicstions 
for EPA/FDA and FIFTIA/FDCa will be profound indeed a lac it unlasgineebl . 

'a Sure you snd others wi encoLmter m vholc new ■« of challenges In 
forging a political concensus for fundaaental change in regulatory 
priorities. 

I'd like to raise a few questions regarding the substance of your 
letter. I aa unsure of the exposure «s iKstes used to derive HtP^F 
rankings. In your letter you say that if every pesticide not tested is 
assxjaned carcinogenic then a reasonable estiinate of carcinogenic pesticide 
residue in the diet will be ^5 ug Is thia per day for en ^average" diet? 
How did you calculate thl number? In your Boat recent Sclenci article 
you note that exposure to three nencarclnogenic compounds is 105 ug; acre 
than rwlte tha exposure you estiaate for all carcinogenic and all untested 
pcstl Ides (based on the assumption that they wi I all be positive). Your 
Qiechod of estinatlng dietary axpoaur« to pesticides from FDA narkat basket 
results is one vay tie davalop a rough astimate of exposure The 
coapleteness and accuracy of this aethod is constrained by the extent of 
coverage and accuracy of the FDA surveys. 

Another perspective on total exposure can be gained by working back 
froa "worst -case" estimates For the 1& pKs icldes we studied In depth, 
total ^worat-caac THRC exposure for a 70 kg adult Is 53.7 ag per day. If 
actual residues are 101 of tolerance levels, and if 10% of the possible 
acres are treated on average antl ipated" total exposure would be 0.537 
Bg/day. Different assuaptions will of course, yield different estiaates. 
Your 45 ug ettisate, if I interpret it correctly, would arise froa an 
asstiaption that about 1% of acres are treated, with residues at 10% of the 
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tolerance level. One aust also consider vide variation in •xp£5iir« based 
on regional • or age -based differences in diet. Thi THRC ealculaclon 
assumes an evtrage adult diit with no regional «t other variatton. 

You aay note thst EPA special review and/or re -registration 
documents, another Ivportant tource of Dor* accurati txpof^urfr data on 
pesticides, Indlcatt that in general "nose ikcly* or "ancicipatvd residue" 
levels are brtw««n 1/100 and 1/10 ttf TMRC exposure ■itlaates Sone najor 
products of concern- -xbt EBDC a. benopyl alachlor. for exaiirplc -Have 
anticipated residues at about lOl of fKkc. Residues of certalri ccnpaundf. 
such as the EBDC ■etaballtv^ and convcrEion product ETU. vlll increase 
during cooking and after ii%c£tion, making assessment of actual exposure 
and risk more complex. 

As you note in your letter, it is incorrect to assxjane that absence of 
detect ion by fViA is proof of absence from tht food supply. Of the 28 
oncogenic pesticides we studied in depth <for which EPA could supply Q*'s), 
about on«' third are not dtttcted by either of the two methods routinely 
used by FPA . At leaat 14 cf tha 53 pactlcldet on the so-called Uaxman list 
are not detected by FDA > fsuclna nulclraaldua acraana . A recent GAG 
report docunentt the range of aenait vlty of FDA's residue tests 
(festlcidts: Keed to Enhance FDA a ability to Pratsct the Public from 
Illegal Residues CAD/RCED 8707 October 198* ), Host Importantly, FDA's 
multire&ldue tests do not cover eone of the pott worrlcoiae and vldely used 
oncogenic pesticides pafttculatly fungicides used on fruits and 
vegetables. Fur^ermore, Isi no case does FDA look fox oncogenic 
metabolites or conversion products thac are knovn or suspected oncogtns. 

I am intrigued by your method for calculating the TD^q index. Uould 
yoLi please provide, as an example, your calculations for EDB ^ and 
formaldehyde, and for the pesticldee atrasine and alachlor Ctunmdry data 
from theee cvo pesticides is enclosed) In particular 1 aa not certain 
hov the TD^Q is axtrapolsEed from the animal data and hov several studies 
ate combined Is the least squares method always used? Althoi.igh I do not 
thoroughly understend the TD^q, I sgree that a measurement of It type will 
be useful for ranking the potency of carcinogenic compounds and also in the 
formulation of sound public policy. 

I maintain that worst -case estimates are not entirely irrelevant 
scientifically or in a regulatory context. They serve es an estimate of 
potential risk among more highly sens! ve or highly exposed popula ion 
groups, i.e. sensitive individuals whc^ eat a lot of local fresh fruits and 
vegetables, all of which msy have been treated with a specific set of 
pesticides, so»4 lei^es at rates and in ways that increase anti ipsted 
residue levels above "norinal levels In future work the Board hopes to 
push ahead with the incorporation of 'actual" or anticipated' residue data 
in our database. Ue'd ike to add water -based eKposure to our dataset and 
undertake a study on exposure and hasard for children (proposal enclosed as 
approved by the NRC) . 
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I'd like to discuss a joint effort to expand and refine the assessment 
and conparison of natural versus synthetic risks. Upon reviewing your HERP 
calculation, I suggest developing a aodified HERP index based on a Q* 
potency indicator and our collective data sets for additional pesticides 
and natural contaainants . The goal of this exercise would be to compare 
natural and chemical risks using analytically comparable methods and 
consistent asstiaptions in exposure estimates. The Board on Agriculture is 
meeting in November in conjunction with the opening cereawnies for the 
Plant Gene Expression Center in Berkeley. Perhaps we can get together that 
week to discuss this venture further. 

Ue would be glad to share with you and your colleagues other deta in 
our files on pesticides. I night note that a member of the Board's staff. 
Richard Wiles, has spoken with Lois Swirsky Gold concerning EPA's Q*'s and 
their derivation from animal data. Please give me a call at 202/334*3062 
so we can discuss these intriguing questions in greater depth and the 
possibility of getting together in Berkeley. 

Sincerely. 



^..A, 



? . 

Charles M. Benbrook 
Executive Director 



Attachments 
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A CASE-CONTROL STUDY OF BRAIN GLIOMAS AND 

OCCUPATIONAL EXPOSURE TO CHEMICAL CARCINOGENS: 

THE RISK TO FARMERS 

MASSIMO MUSICCO.' MILENA SANT.' SILVIA MOLINARI.' 
GRAZIELLA FILIPPINI.' GEMMA GATTA.' and FRANCO BERRINO- 

Musicco, M. (National RatMrch CouncU, 20133 Milano, Italy), M. Sant. S. 
Molinari, a FHippini, Q. Qatta, and F. Banino. A eaaa-control study of t>rain 
gliomaa and occupational axpoaura to chamical cardnogana: tha risk to f annars. 
Am J fpMamto/ 19M; 128:778-85. 

During 1983 and 1984, 240 nawly diagnoaad casaa of twain glioma and 742 
controls (485 non-glioma narvoua systam tumors and 277 patiants with othar 
naurologic disaaaas) wara racruitad and intarviawad in tlia nauroiogic and nau- 
rosurgicai dapartmants of two hospltala in MHan, Italy. Tha occup a tional historias 
of casas and controls wara comparad, and ralathfo riak astimalaa, a^juatad for 
aax, aga, rasidanca, and sodoaconomic statua, wara computad uaing tlia Mantat* 
Haansial mathod* A statistically significant risk incraaaa waa found for farmara 
(ralativa riak (RR) s 1.8, p s 0.0025). Thia riak incraaaa waa atlributaMa to thoaa 
f armars wtio raportad tlia uaa of chamicala (inaacticidaa or fungicidas, hartsiddaa, 
and fartilizars). Among tha thraa groupa of invaatigalad agrochamicals, only tlia 
uaa of inaactickiaa or fungicklaa waa aaaodatad with a aignificant incraaaa in 
ralathra riak (RR s 2.0, p s 0.008). Many farmara axpoaad to fungi c kla a raportad 
tha uaa of commarcial compounda of coppar sulfata. Soma of thoaa compounda 
contain mathyl uraa, which haa a spadfic cardnoganic affact on tha narvoua 
aystam in animals. Thaaa data auggast that tha occupatkmal axpoaura of farmara 
to agrochamlcala might tia raaponailila for tha obaarvad axcaaa riak of t>raki 
glioma in farmara. 

agriculture; gKoma; inaactiddas; occupatkMial 



The evidence of the existence of chemical tumors and occupational and nonoccupa- 
carcinogens for the nervous system is sup- tional exposure to vinyl chloride (2-4), N- 
ported by a large amount of data. In the nitroso compounds (5-7), pesticides (8-10) 
experimental setting, some N-nitroso com- and formaldehyde (11, 12). A recent hos- 
pounds (mainly N- nitroso alkyl ureas) are pital-based case-control study (13) showed 
capable of inducing tumors of the nervous an increased relative risk for occupation in 
system in animals ( 1 ). In humans, a number the rubber industry and for some indicators 
of observational studies and case reports of dietary and nondietary exposure to N- 
have reported associations between brain nitroso compounds, together with a protec- 
tive effect of fruit. 

Received for publication March 3. 1987, and in final 
form November 25, 1987. 
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In the late 1970s and early 1980s, investigators in Sv«5en reported over 
5-fold risks for soft-tissue sarcxna and lynfDhcma among persons exposed to 
phenoocyaoetic 2K::id herbicides and chlorophenols (10-12) . The possibility that 
these %didely used and inportant cGnnercizd chpmicals might be human 
caxciiiogens pttaiited a nunber of epidemiologic investigaticns. Reports froii 
over 20 additlcnal studies are nov available. Results frGm these 
invQstigBKticns, %Aiich eaoployed cohort and case-oontrol deeigns, hacve not been 
ocnsisbent, but as of yet the discrepancies camot be eo^tlzdned. Ihe puipose 
of this paper is to provide a brief overview of available findings, to note 
ocnsistencies and inconsistencies, to consider nethodologic issues, 
particularly for case-control studies that might account for these 
inconsistencies, and to identify areas of research needing develcpnent. 



(The complete report is held in the committee files.) 
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DEPAHTMENT OK BKKHEMISTR^ BERKELEY. CALIFORMA »4730 

July 24. 1987 



Dr. Charl«s M. Benbrook 
Executive Director 
Board on Agriculture 
National Research Council 
2101 Constitution Avenue. N.W. 
Washington, D.C. 20418 

Dear Dr. Benbrook: 

In my letter to you of June 26 » I would like to correct one sentence. 
We calculated the equivalent of all of your permissible hazards lumped 
together as the equivalent of the alcohol in 2 beers a year. This number 
was based on using the numbers from your Tables 3-17, 3-18, and 3-19. These 
Tables indicate the dose as mg pesticide. This is an error in your Tables, 
and our calculation is therefore incorrect. It should be mg/kg, which is 
indicated in your Appendix B. When we noticed the discrepancy, we made some 
phone calls to check which part of your report was correct and have determined 
that it is Appendix B. My sentence should therefore read: 

**We have converted your Q* and TMRC values to approximate our 
PERP index, and we calculate that all of the permissible risks 
in the NAS report lumped together produce a PERP value about the 
equivalent of consuming (HERP) the alcohol in one glass of wine 
per week." 

I enclose a revised page 3 of my letter as a substitute for your files. I 
await your reply to my letter. 



Yours truly. 



Bruce N. Ames 
Professor and Chairman 



BNA/ssk 
Enclosure 

cc: National Research Council Committee 
(w/enclosure) 
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DCrABTMtNT OK ■lOtHEMISTBV BERKELEY. CALIFOBMA 94730 

June 26. 1987 



Dr. Charles M. B«nbrook 
ExACuClvc Director 
B<3ard On Agriculture 
NationAl Scsearch Council 
2lQl Constitution Avenue, N.W. 
W^Ahin^ton, D.C 20418 

Dear Dr. Benbrook: 

You have been criticizing our work erroneously, and this letter is a 
request ta read out recent paper In Scienc* morn c^Ttjfully and to think more 
deeply about the implications for the MAS-NRC report on p««tlcldBB. 

In the June issue of Inslfiht magazine, you »re qua ted *9 saying, "I don't 
think there at* any natural products that would come anywhere near the 
magnitude of the risk of EDB in oranges and grain et the levels it was found 
prior to its carceliation/' Ona of the main points of our Science paper was to 
show that this is not true. The residue leveli ve used for £DB In grain were 
taken irooi the EPA document Justifying the ban of EDB. these were actual 
levels on what the American public was consuning at tha limA of the ban. Our 
HERP index value for this intake, O.0Q04Zi is trivial conpatad to many 
CDDEitonly consumed natural substances reported in the table in Science , The 
residue of EDB on oranges is priparily on the skin, and the intake was even 
less than from grain. The KO? index is a ratio of the hujnAn exposure dose 

in Bg/kg/day to the carcinogenic potency in rodents (in ing/ kg/day) reported 
as a percentage. 

In our paper we emphasized that the potential hazards from pesticide 
residues should be viewed in the context of luny larget natural exposures and 
that it is not scientifically credLblft to usa the results from rodent tests 
done at the HID to directly escijnate human risks at low dosea We said, 

"For example, an EPA "ritk aiseasment" (92) based on a vuccession ef 
worst case assunpticins (seversl of which are unique to EDB concluded 
that EDB residues In grain (H£RP O.OOQ^X coi^ld cause 3 cases of c:ancer 
in 000 people (about 1^ of all U S cancer A coniequenca vas the 
banning of the main funigant in the country. It would be aore reasonable 
to compare the possible hazard of EDB residues to that of other coninon 
possible hexards. For example, the aflat ox in in the average peanut 
butter sandwich, or a raw mushroom, are 75 and 200 times, respectively. 
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the possible hazard of EDB. Before banning EDB, a useful substance with 
rather low residue levels, it night be reasonable to consider whether the 
hazards of the alternatives, such as food irradiation, or the 
consequences of banning, such as increased mold contaaination of grain, 
pose less risk to society...." 

Tht pap«r, and ay previous pi per in Science , also point out that we are eating 

,000 ticiwB more of nature's pesticides daily than oian-iude pesticides and 
that only » handful of theift have been tested in aniiul cancer tests. The 
frequency of positive results in aniiul ioAiEAys is high for both nature t 
peati Idei and man-made pesticides <A0-60S: 6^i there is every reason to think 
we vil flTid a whole new world of carcinogens uiang the nstural cheislcals when 
more are tested We are slowly camplLlng a long list of the nstural chemicals 
we think should bt tested mni we are impretsed with how large are the amounts 
Ingested and how close nost are to the toxic level. Our peper points out the 
case of solanine end chaconlne 

"...SolanifiB end chaconine (the main alkaloids in potatoes) are 
chollneitetiEe Inhibitors snd vare introduced generally into th« human 
diet about 600 years agci vit^i the dtsaeninatlon of the potato froo the 
Andes. They can be detected in the blood of alsost ell people 12 9^). 
Total alkaloids are present at m level of 15 000 Vf par 200~g potato with 
not a large safety factor {about sixfold) from the tonic level for hunani 
(91). Neither alkaloid has been tested for carcinogenicity By 
contrast, aalathion the main synthetic organophosphmte cholinesteres* 
inhibitor in our diet (17 ug/day)(16), is not a carcinogen in rodents." 

"...There is also a choice to be made between using synthetic pesticides 
and raising the level of plants' natural toxins by breeding It is not 

lest that the latter approach, even where feasible. Is preferable For 
example plant bteeders produced an insect- resistant potato which had to 
be wiLhdrawrt from the market because of its scute toxicity to hdiane due 
to a high level of the natural plant toxins solanine and chaconine 2)." 

Thus, in your report you point out that tomatoes are allowed to have the 
most residues, and you also say "Advances in classical plant breeding. . .offer 
some promise for nonchcnlcal pest control in the future. Nonchemical 
approaches will be encouraged by toleran^^e revocations if isore profitable 
chemical controls are not available...." I don't think you would hsvt made 
such a statement if you had read and absorbed my 1983 Science paper (Vol. 221, 
pp. 1256-1264). Of course, tomatine, one of the alkeloids in tomatoes, is a 
chemical, too. It ii untested in rodent cancer bioassaya and is present at 
36,000 ug/100 g tomato and is orders of magnitude closer to the toxic level 
(as are solanine and chaconine) than are man-made pesticide residues. 

In the New York T ime s ^ou were quoted as dismissing our work because we 
didn't have the latest data. We are not certain whether you were referring to 
residue data or the results of anittsl bieassays. Ulth respect to the residue 
levels ve did uae the latest published FDA data On actual pesticide residues 
found in food Residue data wes available for only a few of the cheffllcals 
that you evaluated in the HAS report- For our purposes « it would be useful to 
have i^ore published data on actual residues- The methodology in your report 
did a different thing t hypothetlcml vorst-cese analyses assuming that every 
farmer used every possible allowable pesticide at the maxiaium allowable 
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residue levels. I do think, by the way, that it was quite useful and 
retsoHAblft for you people to have analyzed p«nni&sible rv^ldue IcvBls.and 
thought th«re vaA such useful lutBriil in your report We hjvc used 
pamiifilble levela for vorker axpoBures in a recently submitted paper on PERP 
valuet Pcnslisible Exp oiur«/Ko dent Potency as contraited with our H£RP values 
tactual ixposurci for occupstlonil exposures to carcinogens* which often come 
out extreaely high. Incidentally. 

Vcfcsf caune, realize that the latest actual exposure figures from the 
FDA which ve quDtnd don't Include evary poscible pA^ticide, but they «re a 
Teasoisable attsnpt «nd ve haven't Baen any ftaultA {Including your own) that 
our estinMte of 45 i^ nf possibly carcinogenic pciticide r«£idua« consumed in 
a day assuping avarything not tested will be a. carcinogen) It going to be 
very far off For conperison* we also mansion In aux paper that there arc 
about 500 pg of carcinogens in a cup of coffee hydrogen peroilde and 
stethylglyoxal), IB3 ug of carcinogenic fomuldahyde in a ica of bread, 10 
tiaes nore fomaldehyde in a cola* 760 ug of carcinogenic estragole in a basil 
leaf, a grasi of burnt sMterial from cooking our food, nitrosasiines fomed in 
our gas ovens, etc. 

With respect to aninal bioassay data, the MAS report does calculate Q* 
with animal bioascay data that are not in the published literature and that we 
would like very such to have for otjr Carcinogenic Potency Database Do you 
know how we sight obtain these data? Ve have converted your Q* and THKC 
values to ipproximate our FERP index* and we calculate that all of the 
permissible risks in the NAS report lumped together produce a PERP value about 
the equivalent of conitiming (HZRF) the alcohol in one glass of wine per week. 
This sort of comparative analysis* and not using the word "risk" for 
mathematical uggling in the dark, will help to prevent people from 
converting your numbers to absurdities. Lawrie Hott of the Natural Resources 
Defense Council, for example^ vas quoted by the New York Times is sayings 
'^ Using the worst-^case risk estimates the number of can car cases caused by the 
28 pesticides in this country is 1.4i6 million over the 70-year lifetime 
exposure. But... the risk numbers 'significantly understate' the perils of 
cancer to consumers . . . . " 

I am not terribly concerned, as pointed out in the paper, about the 
carcinogen i risks from basil leaves and peanut butter sandwiches as I don't 
believe any of these hypothetical worat-cwe iiks far from the toxi dose 
wil have much relation to raAlity. Our paper discusses the work of Farber 
and others, which auggests that a nutated oncogene in the iver isn't enough 
for carcinogenesis and that you need clonal selection (promotion) which you 
can get through toxicity. I think one is coBsnonly supplying toxicity in 
animal tests by using the maximura tolerated dose and therefore that the true 
dose response will fall off sharply with dose I think w* should be looking 
more for toxicity reactions (hepatitis B, alcoholic cirrhosis, sunburn, etc.) 
in human cancer. 

an becoming convinced, though I %ron't go into detail here, that 
attempting to regulate carcinogens at 10'^ (lifetigH^ hypothetical worst-case 
risks, though better than a Delaney approach, 1% counterproductive for several 
reasons. The world ii full of risks such above that «d paying attention to 
minor risks diverts scientists and ragulatora from more serious and productive 
work, thus decreasing public health Public health is also decreased when one 
confuses the public so that they lose sight of what is important in the 
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Dr. Charles M. tenbrook - 4 - June 26, 1987 

plethora of risks. Since epidemiological evidence on disease indicates that 
we should be eating more fruit and vegetables, not less* raising their prices 
BMy be costly in terms of public health. If the levels of natural pesticides 
are raised closer to the toxic level by plant breeding, an inevitable 
consequence of elininating sMn-nade pesticides, this will probably decrease 
public health as well. t 

I enclose a recent article on one of the most eminent epidemiologists* 
reservations about "risk assessment" and some of my writings that you should 
find of interest. I would appreciate a copy of the clarification letter you 
send to Insight about the quote I started this letter with. Do come visit if 
you are here in the Bay Area. We have some mutual interests to discuss. As 
an inducement, 1*11 tell you about the natural compound %f# are all eating in 
large amounts that has many of the properties of dioxln. 



^ Yours truly. 



Bruce N. Ames 
Professor and Chairman 
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Mr. Benbrook. Just to help put things in perspective somewhat, 
the best job we can do, given the state of epidemiology, is estimate 
that for different cancers, we are aware of different causative 
agents, but as sort of a general matter, about 30 — and perhaps as 
high as 50 percent of cancers are caused by something in the diet, 
dietary factors, whether it is fat, saturated fat, total calories, cho- 
lesterol or something in the fat, or pesticides, no one really knows 
how to break down what it is about the diet, whether it is calories, 
et cetera, that is the causative agent and I think it is going to be 
quite a long time before that science is fully clarified. 

Mr. Brown. The information that you can submit will be helpful. 
It goes beyond just natural or man-made. It goes to the point that 
there are man-made carcinogens that impact upon human beings 
other than through the route of diet, or from the results of the ap- 
plication of pesticides. There are a lot of other ways in which man- 
made carcinogens can impact upon human beings. 

Mr. Grandy, do you have any questions? 

Mr. Grandy. Yes, I do, Mr. Chairman. Thank you. 

Dr. Benbrook, I wanted to pursue one aspect of the Delaney 
Clause which I find confusing and perhaps you could give us your 
views on this. 

It is my understanding that under the Delaney Clause, it would 
be possible to reregister and authorize as supposedly safe a pesti- 
cide that contained a mild carcinogen, and at the same time — in 
other words, you would eliminate a mild carcinogen, consider it 
maybe more safe, and at the same time, as you are eliminating 
that mild carcinogen, you are avoiding or accepting into the food 
supply a pesticide which may not be a carcinogen, but may be more 
dangerous. Is that correct? 

Mr. Benbrook. That is correct, Mr. Grandy. In fact, you could be 
allowing continued use of a carcinogen that is clearly more potent 
than the one that you arfe not allowing on the market 

Mr. Grandy. Could you give the committee an example. 

Mr. Benbrook. Let me give you a specific example. There is a 
particular fungicide, a new fungicide, that was developed because 
the agrichemical industry has known for years that most of our 
current fungicides are quite toxic. Eight of 11 are carcinogens. One 
was developed by a pai^icular company that, when fully tested, 
caused very mild — some would say equivocal carcinogenic effect. 
The data was such that scientists could argue back and forth 
whether it poses any carcinogenic risk, but if you did a risk assess- 
ment upon it and came up with a risk number for this fungicide's 
use on hops, the carcinogenic risk that this new fungicide would 
have posed was on the order of— if my memory serves me correct- 
ly — of a 10 to the minus 8 or 9, so this would be 1/lOOth of a 1 in a 
million negligible risk standard. 

At the same time, the major older fungicide that remains in use 
on hops today poses a risk of approximately 10 to the minus 4, or 1 
in 10,000. The reason that the new product was not allowed on the 
market is that it was fully tested before EPA made a regulatory 
decision to register its uie on hops, and it was determined that the 
level of the residue of the fungicide in the hops concentrates as you 
manufacture beer, thereby triggering the Delaney Clause which 
says there shall be zero, or no risk added to the food supply. But 
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the older product, which wasn't tested until the early 1970's and 
was in use 20 years before it ever was tested for cancer, it remains 
on the market basically untouched by the Delaney Clause because 
the Delaney Clause has never once been applied retroactively to 
any product on the market. 

This is what gave rise to the Academy recommendation that 
whatever standard you have, it should be applied consistently to 
both new and old pesticides, because what you have now is a seri- 
ous bias against an3rthing new. 

Mr. Grandy. So do I understand Roberts-Brown to address that 
through the reregistration and registration equivalent? 

Mr. Benbrook. It does it there and it also does it by establishing 
a consistent negligible-risk standard to be applied whenever evalu- 
ating dietary cancer risk. 

Mr. Grandy. Can you contrast that with the Waxman approach 
to the same problem? 

Mr. Benbrook. The Waxman approach shares many features, 
but it is much more complex an approach. The Waxman bill estab- 
lishes a discrete quantitative standard of 10 to the minus 6, and it 
also has rather precise language on how that has to be calculated. 
It also makes reference to the most sensitive population group 
which will cause the agency to have to determine what part of the 
population might consume most of the food, or might be most sus- 
ceptible. In most cases, that is going to be infants and children. 

So, because the Waxman bill has many other features, both tech- 
nical and procedural, it is difficult for me to contrast that. Howev- 
er, it is certEiinly possible that if all existing pesticides were 
brought simultaneously into compliance with the Waxman bill, you 
would also eliminate this old-versus-new bias. 

My concern is, and the concern of many people who have studied 
both bills, is that while the two bills may allow EPA to go in much 
the same direction, the procedural difficulty of the Waxman bill 
may make it harder to get there. 

There is a considerable history behind this concern. Mr. Brown 
has been through many oversight hearings about problems with 
the special review process, problems with market data from IBT. 
When serious problems arise. Congress has tended to pass a more 
complicated, procedurfdly encumbered process to try to force EPA 
to go in a given direction, but what happens is that EPA just gets 
bogged down because it is very difficult to do precisely what the 
legislation says. 

I think that is the principal concern the Congress ought to have 
in evaluating a simple approach like the Roberts-Brown bill, 
versus a procedurally quite inflexible and complicated approach as 
reflected in the Waxman bill. 

Mr. Grandy. But, if I can just conclude, based on what you scud 
earlier about the incongruities of the Delaney Clause in terms of 
zeroing in on what is dangerous and perhaps what is not, would 
you conclude that the Roberts-Brown is perhaps a safer vehicle 
when it is £dl tallied because you are moving to those areas of risk, 
perhaps, with more flexibility? 

Mr. Benbrook. I think that the Roberts-Brown bill is going to 
get the agency much quicker to a point where it can take action. 



Digitized by 



Google 



85 

Now, whether it does so at that point is going to be a matter of the 
political will. 

What is essential is that there has to be a consensus reached 
within the Congress on what the rules are, and the process for 
trying to unravel this problem. My biggest concern about the 
Waxman bill is that even if the Congress reached a judgment, con- 
sensus that that is the way to go, it might prove a very circuitous 
route to get to the ultimate objective. 

Mr. Grandy. Thank you, Mr. Chairman. 

Mr. Brown. Thank you, Mr. Grandy. 

Dr. Benbrook, I have no further questions for you. We appreciate 
your being here this morning. 

Mr. Roberts has an additional question. 

Mr. Roberts. Dr. Moore did testify at our last hearing that the 
science of risk assessment is very fluid, and if we were to em- 
brace — 

A rigid definition and descriptive approach I think we might be unwittingly sub- 
stituting a new set of problems for the old sent of problems that we find in regards 
to the rigid definition found in the Delaney Cause. 

I know that there are those who will say that our approach is 
not sufficient for a regulator to fulfill the policy directives, i.e., 
public safety, at the EPA. And to answer that question, I suppose — 
and, as I pointed out, I feel the other approach simply is too com- 
plex, will lead to more problems than answers. So, to answer that 
question, I suppose I would like to ask you to describe whether the 
prevailing thought that you have stated here today on what is a 
risk that is very negligible, is it sufficiently thought out or, to be 
more accurate, will it be accepted by a majority of scientists and, 
more importantly, by the public? 

And in this regard, perceived risk by the public in regards to 
what is in the national media, and I am not trying to perjure that 
one way or the other, and what is a real risk both short term and 
long term may be, you know, very different. I have an article here 
from a March publication, by a Mr. Mike Cummings, saying 
"Daring To Live," and he points out research respondents rank 
risks. He has a civic organization, college students, members of a 
business club, and then experts. You are in that latter category. 

And they rank the top 30 risks to society. No. 1 by the college 
students and by the civic organization is nuclear power; No. 1 by 
the experts is motor vehicles, in terms of an immediate problem. 
Now I could go through the whole list here, everything from swim- 
ming and skung and X-rays and even contraceptives, and we are 
going to leave that one alone this morning, and all of that, even 
power mowers. But you can see the perceived risk and then the 
actual risk. And Lord knows, we have tried to define the actual 
risk here with these many hearings as long as I can remember. 

Are we ready to go to a negligible risk standard to get the kind 
of public acceptance necessary to back that kind of confidence? Is it 
possible? 

Mr. Benbrook. Mr. Roberts, you are very perceptive in noting 
that this is not going to be an easy road to travel regardless of 
what piece of legislation this Congress or the next one might craft 
in this area, or regardless of the guidance provided to the EPA and 
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regardless of whatever actions EPA might take. There is going to 
remain in our society considerable difference of opinion in terms of 
the willingness of people to accept involuntary risks, of which pes- 
ticide residues in food is clearly a principal example. So, the con- 
troversy is not going to evaporate under any circumstances. 

However, to answer your question directly, yes, I think that it is 
possible for EPA to make and take regulatory actions based on a 
negligible risk standard that will command the confidence and re- 
spect of both the scientific community and the public. And, Mr. 
Roberts, they have done it. The current EPA in the last 6 or 8 
years have taken a few such actions which appear to be inconsist- 
ent with the Delaney Clause, but they took them anyway and they 
published the basis of their judgment in the Federal Roister, and 
people basically accepted it. 

I think it is clear where the problem will arise. There are lots of 
instances where people will readily agree that the risks are clearly 
so small that one should not be worried about them. But in a few 
other instances, people will agree that risks are clearly great 
enough that something should be done; hence, EPA will take action 
to reduce risks or a company will voluntarily withdraw a registra- 
tion of a pesticide. There have been examples of both. But in the 
middle — between clearly negigible and unarguably serious risks — 
there are going to remain certain instances where it becomes a 
matter of considerable scientific uncertadnty about what the risks 
really are and hence, ultimately, a political judgment on how risk 
adverse regulatory agencies ought to be. 

But I do think that there is a reasonably well defined notion of 
what negligible risk is amongst Federal regulatory agencies — not 
just pesticides, but OSHA and FDA and across the board — and the 
ability of EPA to defend such actions both in the court of public 
opinion and in courts of law. However, the debate is going to go on. 

Mr. Roberts. One follow-up question, Mr. Chairman, and I will 
make it short. 

Do we need a number in order to quantify and build that kind of 
confidence? And then I guess that depends on your point of view if, 
in fact, you are going to say that Diminicide should not be used on 
a crop like peanuts and point out the risk involved in extensive 
tests with laboratory animals, and that the risk is, as you say, 10 to 
the minus whatever it is. Some people might say yes, and some 
people might say no, I don't want to take that chance, and that we 
shouldn't take that chance. 

A colleague of mine on the Tobacco and Peanuts Subconunittee 
did a little research and pointed out that the average human con- 
sumption to the degree that was fed to the laboratory animal, i.e., 
the lab rat, that an individual would have to eat 600 pounds of 
peanut butter a day in order to receive that kind — or that kind of 
level. 

Now, if you pose it in that context why people are going to say, 
"Well, that's ridiculous and I'll keep on eating, you know, Peter 
Pan," and the schoolchildren of America will continue to eat their 
peanut butter sandwiches. And that is what worries me. 

Do we need a number? I think numbers pose a greater problem 
than what we are trying to accomplish in the bill. 
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Mr. Benbrook. Well, I think that as a practical matter there is 
such a degree of confluence, if you will, in the regulatory actions of 
different Federal agencies around a one in a million, or 10 to the 
minus 6 standard that that is sort of a generally accepted notion of 
a negligible risk level. 

But I don't think that you have to specify in legislation what 
that number is. I think the regulatory agency is going to be bound 
by generally accepted public policy actions and legal precedents, 
and the views of the scientific community. It may tend to wiggle 
around between 10 to the minus 6 and 10 to the minus 4. It is in 
that range where it is going to be very difficult. But you picking 10 
to the minus 5 isn't going to make it any easier. 

Mr. Roberts. No. If you pick that, why somebody is going — you 
know, if you pick a number, somebody is going to say change the 
number. 

Mr. Benbrook. Yes. 

Mr. Roberts. On both sides. 

Mr. Benbrook. Let me add one other thing. I know that it is re- 
assuring to some to think of ridiculous examples of how much a 
person would have to eat to consume a dangerous amount of a pes- 
ticide. But I can tell you that as more and more actual residue data 
comes in, and as we look at dietary exposure to pesticides more re- 
alistically, the data will likely still lead to some instances where 
risks are well above a negligible level. This is why as more re- 
search is done, as EPA develops groundwater data and better tools, 
it is not going to make the problem go away. It will allow the 
agency to pinpoint where the problem is much more accurately, 
but still it will be there in some instances. And either the regula- 
tory agencies are going to have to convince the public that that 
level of risk is acceptable, or steps will have to be taken to do 
something about it. 

Mr. Roberts. But the bottom line is you get the bad actors out of 
there. 

Mr. Benbrook. That is right. And they are not going to go away 
by making comparisons to how much peanut butter you would 
have to eat to become ill, or receive the same dose fed to a rat in 
an animal experiment. 

Mr. Roberts. I appreciate that. Thank you for your contribution. 
Chuck. 

Mr. Benbrook. Thank you. 

Mr. Brown. Chuck, before you leave, Mr. Stenholm has another 
question. 

Mr. Stenholm. Dr. Benbrook, can you recite or furnish for the 
record the occurrence rate of cancer over the last several years? 

Mr. Benbrook. The National Cancer Institute does an excellent 
report about every 5 years; it is Idnd of a statistical update of 
cancer trends, and they came out with one, I believe, earlier this 
summer or within the last year. Perhaps I could get the "Executive 
Summary" of that report and provide it for the record with the 
other material. 

Mr. Stenholm. I would like to include that information as an at- 
tachment to your testimony. 

Mr. Roberts, you read the study that ranked nuclear power as 
the No. 1 threat. 
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It certainly would be my hope as a member of this committee 
that we could approach the subject of agricultural chemical utiliza- 
tion in a national manner. From a farmer's perspective, I do not 
know of a single producer that wants to continue to use any chemi- 
cal that in fact is going to be injurious to himself, his family, his 
neighbors and those that will live on that farm after they leave. 

We need to have a meeting of the minds between all parties that 
would like to lessen the dangers of pesticide contamination. Howev- 
er, we need to do so within the confines of common sense. 

Mr. Brown. Thank you very much, Mr. Stenholm. Thank you, 
Dr. Benbrook. 

Our next witness is Dr. John McCarthy, director of scientific and 
regulatory affairs of the National Agricultural Chemicals Associa- 
tion. 

STATEMENT OF JOHN F. McCARTHY, DIRECTOR, SCIENTIFIC AF- 
FAIRS, NATIONAL AGRICULTURAL CHEMICALS ASSOCIATION, 
ACCOMPANIED BY GEORGE L. ROLOFSON, MANAGER, GOVERN- 
MENT RELATIONS, CIBA-GEIGY CORP. 

Mr. McCarthy. Thank you, Mr. Chairman. Accompanying me 
here today is Dr. George Rolofson, from the Ciba-Geigy Corpora- 
tion. 

Mr. Chairman and members of the subcommittee, I am grateful 
for the opportunity to testify today on behalf of the National Agri- 
cultural Chemicals Association on H.R. 4937, the "Pesticide Food 
Safety Act of 1988." 

I have a written statement which was submitted on July 28, 
which I request be entered into the record, and I will just summa- 
rize a few points here. 

Mr. Brown. Without objection, it will be in the record. 

Mr. McCarthy. All members have a vital interest in this legisla- 
tion and look forward to working with you and your subcommittee 
as it examines proposals to address the inconsistencies in EPA's 
legal authority in this area. Mr. Chairman, we must solve the in- 
consistency in our food safety laws. As the National Academy of 
Sciences reported in their report a year ago, it makes no sense to 
have a dual standard for raw and processed foods and for old and 
new pesticides which have been found to have an oncogenic re- 
sponse in laboratory animals. 

From day one, we have consistently supported the basic recom- 
mendation contained in the NAS report: specifically, the concept of 
negligible risk applied across the board for raw and processed foods 
for both old and new pesticides where there is evidence of an onco- 
genic response in animal tests. 

We have stressed, at the same time, the need for flexibility in 
the methodology for determining what constitutes a negligible risk. 
The process of risk assessment is complex. It is continuously evolv- 
ing. New and improved methodology is appearing such that it 
would be a mistake to freeze the science through legislative action. 

Mr. Chairman, the proposed legislation presented in title II pro- 
vides not only a solution to the inconsistencies noted earlier, but 
provides the necessary flexibility to allow recent and future ad- 
vances in the science of risk assessment to be applied to the regis- 
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tration of pesticides on food crops. The authors are to be applauded 
for their approach. It is not only sound legislative policy, but it 
demonstrates trust and confidence in the science and the regula- 
tory agencies. Our bottom line is that we support title II. 

Turning to other aspects of H.R. 4937, we support title Fs 
straightforward and efficient treatment of pesticide reregistration. 
Here again the reregistration issue has been of concern to us. As 
you know, we have long supported legislation to speed up this proc- 
ess. We are concerned, however, about two aspects of the proposed 
provision. First the legislation should insure that EPA has been 
given sufficient resources to meet the deadlines. The time-limiting 
factor has been and will continue to be agency resources with re- 
spect to dealing with the reregistration issue. 

Second, the proposal's use of a registration denial hearing to 
challenge reregistration actions creates procedural changes which 
will cause some problems to us both in our industry and to the 
whole agricultural situation. The amendment suggests a shift in 
the initial burden of proof from EPA to the registrants. This subtle 
but important change is magnified when registrants, agricultural 
users, company stockholders, lenders and many others are faced 
with literally hundreds of millions of dollars of potential losses if 
reregistration is denied. Farmers and ranchers depend on existing 
products and may find a few or no acceptable alternatives if EPA 
refuses to reregister the product. 

We have provided language to the staff which will rectify the 
problem in this proposal. 

We would like to close with just some brief comments on title III. 
Integrated pest management is a subject that we have supported 
for some time. We share your support for advancing IPM technolo- 
gy through continued research, and it is a common sense approach 
to pest control. We have long stated that pest control products 
should be used only when you need them. The days of "spraying by 
the calendar'* are far behind us. If, indeed, there is need for a fed- 
erally funded program to advance this, we certainly support that it 
be a coordinated effort. Too often programs such as this go on with 
no particular oversight or coordination. So we have no special prob- 
lems with the creation of this oversight function in title III. 

We thank you for this opportunity to testify on this important 
legislation, and we look forward to working with the subcommittee 
on this and other proposals needed to enhance public health protec- 
tion and food production. We would be happy to answer any ques- 
tions you have. 

[The prepared statement of Mr. McCarthy appears at the conclu- 
sion of the hearing.] 

Mr. Brown. Thank you. Dr. McCarthy. 

Did Dr. Rolofson have an3rthing further to add? 

Mr. Rolofson. No, sir. 

Mr. Brown. Mr. Roberts. 

Mr. Roberts. I yield back at the present time to my learned col- 
league from Texas, who I know has some questions. 

Mr. Brown. Mr. Stenholm. 

Mr. Stenholm. Thank you, Mr. Chairman. 

Dr. McCarthy, I need your help in clarifying several issues. In 
this whole issue of food safety and pesticide residues we are at- 
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tempting to deal with the presence of very low levels of pesticides 
that may have caused cancer in animal tests; is that correct? 

Mr. McCarthy. That is correct. Of course we are talking about 
low levels of pesticides that have a variety of biological effects, if 
you will, but the issue here today is with regard to the cancer issue 
and trying to fix the inconsistencies in the way we deal with that. 

Mr. St^holm. In these animal studies that are utilized is it pos- 
sible to distinguish between potent carcinogens and weak carcino- 
gens? 

Mr. McCarthy. That is absolutely correct, that can be done. For 
example, something that may cause a cancer response in both rats 
and mice in animal tests at very low levels, one would say that is a 
potent carcinogen; and, as contrasted to something that may cause 
a tumor-induced response in one sex or one species at a very high 
level, then one would say that that is kind of a weak carcinogen. So 
that you get a whole spectrum of things. And this is recognized by 
experts and including the EPA, who has devised classification 
schemes for various carcinogens based upon the fact that they have 
different response factors. 

Mr. Stenholm. So as an important facet or part of the process, it 
is important to identify what kind of a carcinogen we are dealing 
with? 

Mr. McCarthy. That is absolutely critical to the whole aspect of 
risk assessment and carcinogens. 

Mr. Stenholm. Getting back to the question Mr. Roberts asked 
the previous witness, there is some talk of setting a specific level of 
risk; one in a million, for example, for carcinogens in food and even 
in drinking water. Should an acceptable or negligible risk depend 
on the kind of carcinogen you are talking about? Would it be advis- 
able to establish numerical standards? 

Mr. McCarthy. Well, there are problems with setting a niuneri- 
cal number in legislation with regards to carcinogens. One is with 
regards to the nature of the carcinogen. Not all of these are ame- 
nable to this quantitative risk assessment that come up with a 10 
to the minus whatever, and this is recognized by all experts who 
have dealt with that. 

As a matter of fact, the EPA in their proposal to reexamine the 
cancer risk assessment guidelines are raising that question again 
as to when is it appropriate to do this mathematical treatment of 
these cancer data. It is not always appropriate to do that. So that if 
one fixes a particular number in a piece of legislation it kind of 
locks you in to run all of these carcinogens whether they are weak 
or they are strong through this mathematical drill, and that is not 
necessarily relevant or appropriate. 

The other thing that I would like to share with you in regards to 
the number situation, when I have talked to people who have had 
to deal with this in California with regards to Proposition 65, they 
have had to deal with — the Science Advisory Panel has had to deal 
with the no significant risk issue. When I have asked a number of 
those people who have served in that capacity would they have 
liked to have had a fixed niunber in that legislation the answer is 
absolutely not, because of the nature of the science. Somebody's 
number is 10 to the minus 6, somebody's number is 10 to the minus 
4, or somebody's number is 10 to the minus 5 — so there is that 
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issue. And then there is the issue of well not all carcinogens is it 
relevant to run them through this mathematical process. 

So it is the weight of the evidence and it is an informed judg- 
ment. At some point there are some carcinogens where you are 
going to have to pick a number and say well that is the level of 
risk for this particular one because it makes sense to do it that 
way. 

That is a very long-winded answer but that kind of shows you 
where we are in this process of risk assessment and animal cancer 
studies. 

Mr. Stenholm. So, to sum up, vou are saying it is extremely im- 
portant to understand that not all carcinogens are the same. 

Mr. McCarthy. Exactly. 

Mr. Stenholm. Should a level of risk be established on a product- 
by-product basis? 

Mr. McCarthy. Yes. 

Mr. Stenholm. Thank you, Mr. Chairman. 

Mr. Brown. Mr. Roberts. 

Mr. Roberts. Yes, Mr. Chairman. 

On page 3 of your testimony you express considerable concern 
about the proposal as to use of a registration denial hearing to 
challenge reregistration actions, and I note that concern is mir- 
rored about 180 degrees' worth with some witnesses that will 
follow. 

Would you amplify on that from the standpoint of your compa- 
ny's perspective? 

Mr. McCarthy. I would like to throw the ball to Dr. Rolofson on 
that. 

Mr. Rolofson. Congressman, I think our concern on that is that 
the process as it is described could essentially take a product off 
the market for a reason that would not hold up over the long haul. 
And it is the lack of continuity that concerns us there. The reregis- 
tration process as it is defined is supposed to click in every 5 years, 
and we think the process is so stringent to begin with and the data 
requirements these days are so firm and hard that to make it rela- 
tively easy to not continue the registration of a product has some 
serious disadvantages to not only the long range planning of our 
business, but also to the long-range availability and the continuity 
there for our customers. 

Mr. Roberts. I think it is ironic, Mr. Chairman, that as we try to 
get this laundry washed through this new process to the satisfac- 
tion of agriculture and industry and the environmental community 
that it is obvious we have some concerns expressed by the current 
panel about the uncertainty that the process would cause; and yet, 
on the other side of it, we have concerns by others who want a 
time cycle on the wash, and in the meantime we don't get an3rthing 
washed. 

Mr. Rolofson. I think our concern is not that we can't address 
major scientific risk questions that come up after we are on the 
market, and looking at the data bases that we have to provide 
these days, we think we can address those if we are given time. But 
to make a product's life on the market end prematurely because 
questions have been raised and time has not been allowed to 
answer, we see that as the direction this could go and we think 
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that it would leave us with a lot of uncertainty that would make it 
very difficult. 

Mr. Roberts. I would like to get this worked out. We have a term 
called "sufficient time," if you will. I don't want to be put in the 
role of the arbiter as to what is sufficient time, but obviously there 
are people who feel that it is not defined well enough, and obvious- 
ly you have a concern in terms of your products and the availabil- 
ity of such to farmers and ranchers and consumers that that would 
not be fair. 

Let me move to another subject. What is going to happen if in 
fact we do not proceed with this kind of legislation of some tjrpe 
over the short term on the availability of pesticides for a very trou- 
bled and hungry world over the next 10 to 15 years? If we don't do 
something with the Delaney Clause, what is going to happen in 10 
to 15 years? 

Mr. RoLOFSON. I don't know if I have got that kind of a crystal 
ball, but what is going to happen is there is just going to be a lot of 
chaos that is going to go on. There is going to be a lot of lawsuits. 
EPA is going to he dragged into court because they haven't taken 
action on old pesticides which triggered the Delaney clause. If they 
go ahead and they implement the NAS plan without a legislative 
fix and approve this hops product, like Dr. Benbrook said, they are 
going to get hauled into court because they violated the Delaney 
clause. And it is going to be just a tremendous waste of energy and 
resources to deal with that, and I don't think we have to. 

I can't. Congressman, answer your question of what it is going to 
do to the availability of pesticides. I think one way to look at it is 
from — and this is a little bit off the subject, but I am going to say it 
anyway. If one wanted to deal with it the way it is being proposed 
to be dealt with in the Waxman bill, all one has to do is to go to 
the NAS Delaney report, open up the book to the page where they 
have got the table of the risk numbers, and you just look down 
there and say, well, that has already been done because they did it 
by the prescriptions in the Waxman legislation, and all of those 
products would be gone. 

Mr. Roberts. Give me a perspective, if you will, from the stand- 
point of a research and development director of a pesticide compa- 
ny who is obviously extremely concerned and frustrated in trying 
to bring on new products that are, hopefully, sound from an envi- 
ronmental standpoint, they don't leach, low toxicity? What kind of 
a problem does this pose for you? 

I know there are people who say we don't want the fox in the 
chicken coop, and I don't want to put that banner around you. But 
it has always been amazing to me why somebody would think that 
somebody in your position would want to come out with a product 
that is unsafe. I don't understand that, not only from the profitabil- 
ity standpoint but just, you know, from a moral standpoint. 

But, if you are in the business of trying to bring to fruition a new 
generation of less toxic pesticides, what does the Delaney Clause — 
you know, what do you do if you are a research director? What do 
you tell your CEO? Or your customers? 

Mr. RoLOFSON. Congressman, one of the facts that is overlooked 
in this process, part of the testing procedure we go through in de- 
termining the carcinogenic activity of a product, we are required to 
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test at levels that have an effect. If we do a 2-year study and take 
another 2 years to look at the pathology and come up without an 
effect in that study, it is not a valid study. We have to have made 
the animal sick but don't kill them. In driving that high dose, we 
are overriding naturally existing mechanisms in these animals that 
they have inherited over history to handle foreign materials, to me- 
tabolize, to excrete, and to otherwise deal with foreign materials at 
low levels. 

So that the testing regime that we are required to use drives us 
to forcing chemicals, many of them, to cause tumors when it would 
never occur at levels that we would see humans exposed to. This 
sets us into the Delaney dilemma because we now have a carcino- 
gen. A lot of that data that is so derived does not fit the elegant 
mathematical models that are used to predict if that occurrence 
will happen at very low levels that man are exposed to. The models 
were not derived to use certain kinds of data. 

Now, if that data is used anyway in those models, we come up 
with a risk level of one in a million. But it will give you a number. 
It doesn't matter whether the data fits the model or not, it will 
give you a number. Then the question is can we use that chemical 
in the farming practices today? Will it show up in food or will it 
show up in ground water at less than that one in a million number 
that may not be meaningful anyway? 

So the dilemma our research directors are caught in is having to 
force the animals to survive these massive doses and then trying to 
put those data into some meaningful perspective. We are caught in 
the middle. 

Mr. McCarthy. There is about a 30 percent chance — 30 to 50 
percent chance the way we test chemicals today that they are 
going to invoke some kind of a tumor response in a rat or a mouse 
just by the way we test them, and that is just the way it is going to 
come out. So research directors are confronted with that probabili- 
ty, and as we find "safer and safer" products, the acute toxicity, 
that is going to go up because you have to feed higher because the 
animals don't get sick until you get very high doses. 

And the other thing that it does is that with that probability in 
mind that you are out there doing a lot of extra work with because 
if it does show up to be a tumor-producing agent down the line 3 
years hence that you have got to do a lot of backup and duplicative 
and triplicative work to avoid food additive tolerances because that 
is where the Delaney Clause kicks in. And so again, it is a tremen- 
dous waste of resources to try to play the game. 

Mr. RoLOFSON. We support your bill in that it doesn't set a 
number. The idea of relative risk in our society these days is a very 
important one that needs to be brought forward to the public. Our 
society has made the decision that chlorinating water, for example, 
is a good thing to do. In that process we end up with a by-product 
of chloroform, which is a carcinogen, and we have determined that 
a risk of 1 in 10,000, or 1 times 10 to the minus 4, is acceptable. 

I think if our public would understand that it would be helpful 
in putting together a relative risk concept that would put a lot of 
minds at ease. 

Mr. Roberts. I thank you for your testimony. 

I have no further questions, Mr. Chairman. 
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Mr. Brown. Mr. Stenholm. 

Mr. Stenholm. One additional question, Mr. Chairman. 

On August 11, 1988, Dr. Rolofson, your company Ciba-Geigy, sent 
a letter to retailers in which you announced that you are removing 
Mylogard, a product brand name, from the market. You state that 
it is not related to any health or environmental concerns but it is 
due to reregistration costs. This is a product that has been utilized 
successfully by a lot of farmers, including m3rself, for years. I wish 
you would comment on that. 

Mr. Rolofson. Mylogard has been on the market many years 
and it was one of those that was originally registered many years 
ago when the decision point on whether you provided carcin(^n- 
icity data or not depended on the residue that showed up in the 
crop. If it was a negligible residue, and that was less than a tenth 
of a part per million, you did not have to provide long-term studies. 
If it was greater than a tenth of a part per million, you did have to. 

The use of Mylogard was a very minor crop area compared to 
major crops in the United States. It was used on sandy soils in 
West Texas, perhaps some in Kansas. It was not a big market. And 
when we looked at the cost of doing all of the new studies that it 
would take to keep that on the market, the long-range cost did not 
justify continuation of the product. So we chose to drop it and not 
reregister it. 

Mr. Stenholm. No further questions, Mr. Chairman. Thank you. 

Mr. Brown. Thank you very much, gentlemen, for your exceUent 
contribution. 

Our next witness is Mr. Stephen G. Lodge, Assistant Director for 
Legislative AfTairs of the National Food Processors Association, ac- 
companied by Mr. Clausen Ely, of Covington & Burling. 

We welcome you, gentlemen, and you may proceed with your 
statement in any way that you wish. 

STATEMENT OF STEPHEN G. LODGE, ASSISTANT DIRECTOR, LEG- 
ISLATIVE AFFAIRS, NATIONAL FOOD PROCESSORS ASSOaA- 
TION, ACCOMPANIED BY CLAUSEN ELY, COUNSEL, COVINGTON 
& BURLING 

Mr. Lodge. Thank you, Mr. Chairman. Good morning, Mr. Chair- 
man and members of the committee. My name is Stephen G. 
Lodge, and I am the assistant director of legislative affairs for the 
National Food Processors Association. With me is Mr. Clausen Ely 
of Covington & Burling, counsel to the association. 

We appreciate the opportunity to appear today, and I ask that 
you keep in mind the fact that we will be continuing to refine our 
position on H.R. 4937 as we hear more comments from our mem- 
bership. The National Food Processors Association represents some 
600 companies across the country including most of the major food 
processing firms. Most of our members are involved with the proc- 
essing of fruits, vegetables, meats, fish and specialty products, and 
other members are involved in the manufacture of processing and 
packaging equipment and supplies. 

Before presenting our comments on H.R. 4937, I would like to 
point out that research conducted by our laboratories and others 
have shown that most pesticide residues that may be present in or 
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on raw agricultural products are removed during food processing 
operations. Thus, the vast msgority of processed foods actually con- 
siuned contain residues far below the levels that may be found on 
raw agricultural products. 

Turning to H.R. 4937, the following provisions of the measure are 
particularly important to NFPA. We are pleased that H.R. 4937 
embodies a negligible risk standard for setting pesticide residue tol- 
erances and provides for continued consideration of benefits in set- 
ting those pesticide tolerances. 

We are also pleased that the bill provides EPA with sufi&cient 
flexibility to determine specific levels associated with a negligible 
risk based on evolving scientific data and principles. 

We also support the principle embodied in this bill that the regu- 
lation of pesticide residues should be consistent for both fresh and 
f)rocessed foods. H.R. 4937 would accomplish this objective by regu- 
atihg all foods under section 408 of the Food, Drug and Cosmetic 
Act. Importantly, the bill provides that all processed foods for 
which a tolerance has not been established would have the same 
tolerance as that established for the raw agricultural commodity 
unless EPA determined that a higher tolerance was necessary and 
such a higher tolerance was in place. 

Another important provision in the bill would require the use of 
actual pesticide use and residue data to the greatest extent possible 
when evaluating the relative risks of pesticide chemicals. The Na- 
tional Academy of Sciences, Delaney Paradox report is based on 
the erroneous assumption that all registered pesticides are used at 
the maximum application level and that they are present at the 
maximum residue level authorized by a tolerance. The use of real 
world pesticide use and residue data in risk assessments will result 
in more accurate and meaningful exposure assessments. 

While we wholeheartedly support the above aspects of the bill, 
we believe that additioncd consideration should be given to the fol- 
lowing issues: 

We recommend that the bill be amended to provide clear author- 
ity for the FDA to be able to issue action levels for pesticides that 
are present in the environment from past use and which unavoid- 
ably result in residues in or on raw agricultural commodities and 
processed foods. 

We also recommend that the bill be amended to provide that 
when EPA issues a final tolerance or the FDA issues a final action 
level that those rules become uniform across the country and 
should not be altered by State, county or loccd governments. If a 
State, county or loccd government has information that the estab- 
lished tolerances or action levels are not protective of public 
health, then they should offer that information to the EPA or FDA 
officials for their review and consideration, preferably during the 
tolerance-setting process. 

The food industry needs a national system of uniform pesticide 
tolerances and action levels to effectively and efficiently market its 
products. We recommend that aspects of the bill concerning the 
registration and reregistration of pesticides be considered in the 
overall context of the reauthorization of FIFRA. The amendments 
to the Food, Drug and Cosmetic Act proposed in H.R. 4937 are im- 
portant and deserve consideration on their own merits. 
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Lastly, we support the need for vigorous enforcement of pesticide 
laws on both domestic and foreign producers. If U.S.-based firms 
are forced to comply with stricter standards than are their interna- 
tional competitors, they will be placed at a serious economic disad- 
vantage. We ask that you keep th^ potential problem in mind as 
you work on this and other legislation in the pesticide area. 

As we stated at the outset of our statement, we will continue 
working with our members to further develop and refine our views 
and positions on this bill. We will keep you informed if any of our 
policies or positions change as a result of our continuing discus- 
sions with our members. We appreciate this opportunity to present 
our comments and would be pleased to respond to any questions. 

[The prepared statement of Mr. Lodge appears at the conclusion 
of the hearing.] 

Mr. Brown. Thank you very much, Mr. Lodge. 

Mr. Roberts. 

Mr. Roberts. Mr. Chairman, I have a little blood pressure on an- 
other issue that may or may not be related, and since Mr. Lodge is 
here and he is handy I am going to bring it up now and ask if I 
might later, after Mr. Stenholm and yourself are through conduct- 
ing your questions, return to maybe one or two pertinent to this 
bill. 

Steve, do you recall the Poltergeist movies with a little girl in 
front of the television turns around and the room shakes and the 
TV is like this and there is £dl sorts of tremors and she says, 
"They're back"? 

Mr. Lodge. Yes, I do. 

Mr. Roberts. In the seventies, we had a whole host of consumer 
activist initiatives involving beef, price freezes and embargoes and 
boycotts and market manipulation, et cetera, et cetera, when alleg- 
edly we got into short supply of our commodities and the farmer s 
price i.e. allegedly got too high, i.e. we are going to run short and 
the consumers are going to pay more for their food product. 

Well, guess what. After a decade of trauma and pain and suffer- 
ing, with prices far below the cost of production, we have now seen 
an increase in price due to the drought — if, in fact, the farmer has 
any crop to sell— and they're back. It's consumer poltergeist again. 
These consumer organizations have urged the Secretary of Agricul- 
ture to stop the Export Enhancement Program, which has got our 
supply-demand balance about where we are going to maybe get 
back the cost of production in farm country after 10 years and 
after $26 billion of taxpayer money. As you can tell, I have a little 
feeling about this. Now, we have here the consumer organizations 
saying, ''Because of the drought we are going to be in this situa- 
tion, and, Dick Lvng, you should stop that Export Enhancement 
Program, shouldn t be using it." 

Now you represent "600 companies across the country including 
most of the major food processing firms. Most of our members are 
involved with the processing of fruits, vegetables, meats, fish, spe- 
cialty products," et cetera, et cetera. And most of the editorials in 
my country are saying that the consumer organizations' efforts are 
misdirected, 'It's that nasty old middleman/' i.e., the food proces- 
sor, who is guilty of passing this cost on and then some to the con- 
sumer. It is going to cost the consumer an average of $1.46 for the 
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whole dadgum year for the increase in the dollar to his wheat 
price, from about $2.50 to $3.50. And I think my figures are right, 
where we have 146 extra loads of bread for every family of four in 
this country over and above what we normally use. We have the 
grain. We have the supplies. We need to continue that export pro- 
gram. Finally get the profit back. 

After my long-winded speech — are you the folks really responsi- 
ble for this business of gouging the consumer? And I think it is 
time that your Association spoke to that and pointed out the facts 
as you see it or we are going to go back down that road to ill-ad- 
vised consumer actions that are very contrary to the best interest 
of agriculture and, in the long term, the consumer. Would you care 
to speak to that? 

Mr. Lodge. I can only speak to the fact that we are not in a posi- 
tion to comment on the prices at this time, I think resulting from 
back in the days of wage-and-price controls, because it would have 
some affect on prices down the road. So I am afraid I cannot speak 
to that myself, but I would be more than happy to try to get some 
kind of official response for the record from the association because 
there may be some in the meantime. 

Mr. Roberts. Well, I am not asking for an official response in re- 
gards to our subcommittee jurisdiction over this particular bill on 
this subject. I am just advising you that there is a ruckus out there 
now in regards to food prices that I think is very ill-advised in 
direct relation to the supply of our farm commodities and the price 
the farmer is receiving, and I think it is in your best interest as 
would be — what, the grocery manufacturers, et cetera — to speak to 
this issue. And, in fact, if you have got a good case to make, make 
it. 

Mr. Lodge. OK. Thank you. 

Mr. Roberts. But I sure don't want to go back down that road to 
consumer interference — well, that is not what I want to say — ill-ad- 
vised policy being advised by understandable concern on the part of 
our consumer organizations that would be very counterproductive 
just at the time we are trying to get some profit back to agricul- 
ture. It just seems to me that is just unbelievable at this particular 
point. 

And I thank the chairman's indulgence on that issue. 

Mr. Brown. Thank you, Mr. Roberts. 

Mr. Stenholm. 

Mr. Stenholm. Mr. Lodge, would you comment a little further 
on your recommendations where the bill before us could be im- 

[)roved? Should FDA be provided clear authority to issue action 
eyels for levels of pesticide residues? Should there be statutory re- 
quirements for tolerances to be uniform across the country? 

Mr. Lodge. On the action levels there apparently seems to be 
some confusion as to whether FDA has the proper authority to 
issue in a quick fashion some kind of rulings on pesticides that in- 
advertently land on food from environmental pesticide use. And I 
think to answer that question more specifically, maybe Mr. Ely 
would be able to do that. 

Mr. Ely. Yes. As we understand it, historically FDA has used 
section 406 of the Food and Drug Act to set action levels for un- 
avoidable environmental pesticides that contaminate foods but are 
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not applied to the food. The way this bill is written it would seem 
to put all regulation of pesticide residues under section 408 and re- 
quire that a tolerance be established for any residues under that 
section, and we were concerned that EPA would have to issue toler- 
ances and go through that relatively elaborate procedure to set 
levels for unavoidable environmental pesticide contaminants. We 
wanted to make sure that the bill provided EPA or FDA continued 
ability to set action levels for these unavoidable contaminants. 

Mr. Lodge. As far as the FIFRA aspect that you were mention- 
ing, it is basically a matter of these issues being very important to 
us. With the Food, Drug and Cosmetic Act and the negligible risk, 
we just feel that it could get lost in the shuffle if it is considered 
along with the FIFRA issues. But, you know, we are supportive of 
many of the aspects of the FIFRA portions of the legislation, but 
feel that that applies more to pesticide companies, say, than to the 
food industry itself. That is why we are more concerned to just 
have that considered along with FIFRA. 

Mr. Stenholm. Do you support uniform tolerances to be applied 
nationwide? 

Mr. Lodge. We are strongly supportive of uniformity across the 
country and have been working with some of the committee staff 
people to perhaps have that put back into, if it is at all possible, 
the legislation that is being considered in this committee and in 
Energy and Commerce because we feel it is vital to the well-being 
of— interstate conmierce makes it very difficult to deal with 50 dif- 
ferent tolerances from each of the different States. So we are 
strongly supportive of the State and local governments participat- 
ing in the tolerance-setting process from the very beginning. If 
there are any kind of problems that they have, they should make 
them known to EPA when the tolerance is being set. 

We are happy to abide by the tolerances, to pesticide tolerances, 
but if there are 50 different ones it makes it extremely difficult. 
And we also feel that the Federal Government has the proper expe- 
rience and expertise to deal with this problem and weigh all the 
factors most appropriately as opposed to having each of the State 
governments involved. 

Mr. Roberts. Would the gentleman 3deld on that point? 

Mr. Stenholm. I would be happy to 3deld. 

Mr. Roberts. As the coauthor of that provision, let me point out 
also it has been referred to as States rights. And, obviously, if the 
States of Massachusetts and California, or for that matter Kansas, 
wanted to set a stricter standard on behalf of public safety they 
should have the right to do it. Mr. Stenholm and I have indicated 
that is probably more like State fights rather than State rights, 
and the whole point being from a public safety standpoint you may 
well feel that EPA is not doing the job and you may well feel that 
the Commonwealth of Massachusetts or California or the sovereign 
State of Kansas could do a better job. But if it is not safe in Massa- 
chusetts or California, why on earth should we expose our consum- 
ers to something that is not safe in Kansas? I mean, there is a 
public safety question there as well. 

And I would agree that there are some areas of concern that I 
have in regards to alleged — what? — foot-dragging on the part of the 
EPA, but we ought to make the standard, once we get it reformed, 
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uniform across the way because we have a Nation's food supply, 
not an individual Massachusetts food supply, or California, or 
Kansas, or Texas. 

And I thank the gentleman for 3rielding. 

Mr. Lodge. I agree completely. 

Mr. Stenholm. Is there a reason why you would suggest that the 
legislation before us omit pesticide reregistration and yet include 
uniform tolerances? 

Mr . Lodge. We will be trjdng to address this issue during the 
FIFRA consideration, and also 5 the Energy and Commerce Com- 
mittee moves on the Waxman measure. 

Mr. Ely. If I might comment, I think one reason is that tolerance 
imiformity, obviously, has a lot to do with 408 which sets toler- 
ances and is a critical element of that. While NFPA supports the 
concept of some additional reregistration authority, it is evident 
from the testimony this morning that there is some disagreement 
about how that authority ought to be fashioned, which might bog 
down this bill and might equally be considered with the FIFRA leg- 
islation. 

Mr. Stenholm. Thank you very much. 

Mr. Brown. Do you have any questions, Mr. Morrison? 

Mr. Morrison. No. 

Mr. Brown. (Jentlemen, I have no further questions. So we 
thank you again for your testimony this morning, and we expect 
we will be hearing further from you. 

Next witness is Ms. Maureen Hinkle, director for agricultural 
policy of the National Audubon Society. 

We welcome you here this morning, Ms. Hinkle, and you may 
proceed with your statement. 

STATEMENT OF MAUREEN KUWANO HINKLE, DIRECTOR, 
AGRICULTURAL POLICY, NATIONAL AUDUBON SOCIETY 

Ms. Hinkle. Thank you, Mr. Chairman, and members of the sub- 
committee. The National Audubon Society appreciates this oppor- 
tunity to testify on H.R. 4937, the Pesticide Food Safety Act of 
1988. 

Your attention to the food safety issue is timely. As you know, 
recent national polls find that an overwhelming majority of the 
American public do view pesticide residues as a serious health 
hazard. Therefore, your efforts to bring together aspects of the Na- 
tional Academy of Sciences report criticizing EPA s tolerance-set- 
ting process and new initiatives for integrated pest management 
are, in our view, appropriate. 

However, it is unclear how H.R. 4937 would immediately or veiy 
soon reduce the load of carcinogens now in our food supply when it 
would provide registrants with 12 years to put together a complete 
data set for each untested chemical, require rapid review by EPA 
once application is submitted, allow indefinite time for data gaps to 
be filled, and fail to provide a fee structure to pay for this quick 
review. 

Moreover, H.R. 4937 provides for use of existing stocks of can- 
celled pesticides when we think that such stocks should be recalled 
and disposed of as a hazardous waste. Title I would mandate EPA 
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to review data expeditiously but no longer than one year after date 
of submission of a complete application for reregistration. No provi- 
sion for fees to recover the cost of this fast-track new registration is 
provided, thus implementation would amount to automatic reregis- 
tration. 

While proposing a stringent 1-year action frame for EPA evalua- 
tion, it would require EPA to allow registrants sufficient time to 
obtain any requested additional information. Registrants may keep 
products on the market for whatever time it takes to comply with 
requests for data. 

In regard to title II, Audubon believes that the presence of car- 
cinogens in our food and water should not be accepted as inevitable 
or necessary. The fact that carcinogens are in our food and water 
supplies does not mean that they should be legally sanctioned as 
n^ligible or acceptable. We support negligible risk only under 
carefully prescribed circumstances with specific limits and criteria, 
and only if negligible risk actually reduces the load of carcinogens 
in food and water and eventually helps to bring the total aggregate 
of carcinogenic pesticides down to a negligible risk. 

Unfortunately, the provision for negligible risk provided in H.R. 
4937 is vague, ambiguous and open-ended. To establish a protective 
and defensible negligible risk standard, dietary exposure to a pesti- 
cide chemical or a pesticide chemical residue must include other 
known sources of dietaiy exposure such as drinking water and con- 
sideration for health risks of identifiable population groups that 
may suffer higher than an average risk such as the old and/or 
chronically ill. 

We are pleased that title III is devoted to integrated pest man- 
agement. IPM and low-input technologies can surely help to reduce 
the quantities of pesticides used on crops, and therefore lower resi- 
dues on food. Institutional incentives increase the quantities of pes- 
ticides now applied on each acre each year simply to increase 
3delds. Today's high input costs, low market prices and pesticide 
contamination of food and water supplies demand that we act to 
reduce inputs and the incentives to apply more of these agricultur- 
al chemicals. 

We are encouraged with the provision for extending coverage 
under the Federal Crop Insurance Program to cover pest losses suf- 
fered by farmers emplo3dng recommended IPM techniques. This is 
the type of encouragement that is needed to bring about more IPM 
advisers and more subscribers to IPM programs. At the same time, 
we would like to know why the new IPM initiative is limited to 
minor crops. What is the criteria for minor versus mcgor crops? 
Apples and citrus constitute a large proportion of the average daily 
diet as well as acres in production, and they are considered major 
crops. We agree that minor crops are neglected, but we believe that 
IPM funds should be available for major crops also. 

If carcinogenic pesticides are to be used in an IPM program, 
there should be a plan where use is prescribed by trained and re- 
sponsible experts, and monitoring, integrated into the plan to 
assure the public that residues do not exceed specified levels. 

Mr. Chairman and members of the subcommittee, the risk from 
the substantial number of pesticides posing a carcinogenic threat 
in our food and water supplies is, as we said before, unacceptable. 
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There is a clear and compelling need for procedures to reduce pro- 
gressively this risk, and while H.R. 4937 has parts of such proce- 
dures it does not create a system, a comprehensive system, to ac- 
complish a progressive reduction of carcinogenic pesticide residues 
in food, to remedy the delay in filling the data gaps which exist in 
over half the pesticides now in our food, or to provide sorely needed 
agency resources. However, you have addressed new issues such as 
the coordinating committee to examine minor uses of pesticide and 
IPM. 

I would like to take the opportunity to comment that I think the 
critical problem with EPA and why it has not been able to address 
the problem of tolerances and reregistration has not really been 
leadership. It has been the resources that have been cut each year 
while their program gets more and more backlogged. I just wanted 
to answer a question that I wanted to pose to myself. 

Thank you. 

[The prepared statement of Ms. Hinkle appears at the conclusion 
of the hearing.] 

Mr. Brown. We appreciate that comment about the importance 
of resources. I think we have recognized that that is a key element 
in any effort to get EPA to exercise more leadership. They have to 
have resources to do it with. 

Mr. Roberts. 

Mr. Roberts. Yes, Mr. Chairman. I want to thank the witness for 
coming and thank her for her long-standing efforts to achieve some 
kind of bipartisan support for some answers in this whole area. She 
has been most helpful to me and my staff and most willing to work 
with us, even though on occasion we have a minor difference of 
opinion. Certainly not in the goal, but in regards to the path that 
we get there from here. 

And I agree with you on the funding, and I would point out that 
there is at least some chance for a FIFRA bill; i.e., the Lugar draft, 
if, in fact, that is the title that we now put on this. A pared down 
bill, if you will. And part of the accepted compromise is a revised 
fee structure on the part of the companies that will, in fact, answer 
at least a part of the problem that you are referring to. 

And as I have indicated in many hearings, we are very good at, 
you know, holding hearings and discussing the problem, and we 
mandate the results, but we are not very good in terms of funding 
the appropriate agency to do the job. And so I think you have made 
a very pertinent comment. 

I would simply like to ask a couple of questions, and I will take 
one that is rather controversial right off the bat. 

Page 3, Maureen, you have indicated. 

If a pesticide is dangerous enough to constitute an imminent health threat, it is 
too dangerous to be allowed to make its way through the channels of trade. Such 
stocks should be recalled and disposed of as hazardous waste. 

Now, obviously, that is subject to opinion as to whether or not 
the pesticide does actually constitute a risk to that degree, but let 
us say that it does. 

I was very interested in the testimony of several years ago by a 
producer-farmer from Garden City, Kansas, in my district, who was 
referring to D3niaseb, as I recall, and if in fact that product were 
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cancelled, and there are those who think it should be cancelled, 
that there was no practical way for the farmer on an individu£d 
basis to get this into a category of hazardous waste and, more im- 
portantly, to dispose of it. And that if he did not under a certain 
time period, then he falls under RCRA, which is another set of hur- 
dles in statute, and then he is liable. And he went into a rather 
lengthy process and detailed questioning by the chairman and 
myself of what do you do with this. Do you report it? And if you 
report it and you can't get rid of it, i.e., you can't haul it, you can't 
package it, where are you going to ship it? We don't have the 
means to dispose of it. You know, who is going to dispose of it? 

And more often than not, with the cost incurred, you know, 
where he has the product, several things could happen, and we 
have seen it happen. You get into a storage site but we really don't 
have the ways and means that are permissible to dispose of it, and 
so it constitutes even a worse hazard in terms of a storage site and 
you get into leakage, whatever. If you have an accident on the 
highways or ^something of this nature, you really got a problem. 
And so the farmer is sort of stuck with this as opposed to the pipe- 
line provision and maybe providing, using this substance in much 
less amounts, you know, if you will. 

He may store it on his own property. Worst case scenario, he 
may put it in the ditch and simply cover it up and, you know, hope 
like heck that nobody remembers that he has the product, which 
means it would then leach into the groundwater, and that would be 
the worst of all possible cases. Or he may simply just what? I guess 
keep his mouth shut and use the product. 

I am not at odds with the need for a cancelled product to be 
taken off the market and to protect the public. From a practical 
standpoint, how on earth do we do this? 

Ms. HiNKLE. That has been one of the big questions in FIFRA 
ever since the 1972 amendments passed, and section 19 has re- 
mained basically untouched. It has left it up to the farmer to store 
and dispose of his pesticides as he saw fit, basically. He could even 
bury up to, I think it was 50 pounds or one day's use on his own 
land to get rid of the pesticides. 

I made that point basically because even though it is now an 
option for EPA to allow excess stocks to be used up wherever they 
may be, we do not believe this is safe for the farmer to do. Because 
some farmers, knowing they can use their pesticides, are tempted 
to stockpile and then use it for the purposes they have always used 
the pesticide for. Aldrin/dieldrin is a pesticide that was used in 
that way. 

Mr. Roberts. Some in Texas have done that. I don't know any in 
Kansas who would ever do an3rthing like that. 

Ms. HiNKLE. I hope not for your sake. 

In any case, we believe that section 19 does need to be taken care 
of, and we are very happy that you did seek to address that in a 
subcommittee markup. And we would hope that you could bring 
Congressman Synar's concerns on this issue, which I share, which 
Audubon shares, as you go into full committee markup. It is one of 
the big black holes of FIFRA. It stands out as a problem that needs 
to be addressed now, as the public gets more concerned not only 
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with pesticide disposal but disposal of all of the wastes that we 
keep producing at a rate faster than we know what to do with. 

Mr. Roberts. Well, I thank you for your response. 

Mr. Chairman, in anticipation of the statements that have been 
made by Ms. Hinkle, and also by Ms. Hathaway, who will follow as 
the next witness, I do want to make three very quick points. 

There is concern on the part of both organizations, and others, 
that the bill we have cosponsored really provides little in the way 
of any reduction of risk, and I guess that really gets into the inter- 
pretation of what the bill would involve. I just want to state for the 
record that if I didn't think this would result in some very prag- 
matic and real risk reduction I wouldn't have introduced it. 

On page 11 of the bill we do track existing language, in section 8, 
very closely with a notable increase in stringency by stating, 

* * * tolerance shall not be established or left in effect above a level that the 
Administrator deems to be associated with a negligible risk to human health, except 
as otherwise provided * * *. 

Now it is not numerically stated, I understand that. But I do be- 
lieve the concept is sufficiently well-developed and understood that 
significant risk reduction is certain and yet what we are trying to 
do is provide the regulatory flexibility in an environment of very 
fluid science. I know we have disagreement on that, but I think the 
goals are certainly in common. 

Second, I know that you have some concern about these excep- 
tions being too broad. We have three exceptions to that standard. 
First, if there is clear and convincing evidence that the benefits to 
consumers associated with such a tolerance in terms of an ade- 
quate, wholesome and economical food supply outweigh the risks. 
Now here is the paradox, Mr. Chairman. We insisted on putting 
that in there and stressing consumers to rebut the complaint that 
we knew would be forthcoming that benefits are always considered 
in terms of the pesticide company and the farmer. So we put con- 
sumer in and then find that some of the criticism coming back on 
the bill is, in fact, that section; and that shows you, you know, 
some of the problems that we get into. 

Second, the tolerance greater than this so-called negligible risk 
may be permissible if they replace a relatively riskier pesticide for 
the same crop. I think that is self-explanatory. 

And then third, when the Administrator determines that sub- 
stantial risk reduction to humans and the environment can be 
achieved under FIFRA. Now, if the real problem is due to ground- 
water or worker exposure, which we have had a lot of publicity on 
here in the last several weeks in the Southwest and the Far West, 
or an endangered species, hopefully, by doing those kinds of things 
you can protect the public and then that tolerance would not be 
necessary, at least at that level on that pesticide. 

And then another concern, and this is the last one, Mr. Chair- 
man — and I apologize to my colleagues in going overtime — your bill 
makes no improvement of really monitoring the pesticide residues. 
I think FDA has the needed authority. And as a matter of fact, 
they have now issued a draft report to substantially expand its 
whole program of monitoring, and I know many agencies issue task 
forces and reports and draft reports and fined reports and what- 
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ever, but I am going to be offering them my comments very shortly 
and hope that we can expedite that all process. 

So I think there areas in which we can work, and I think there 
are areas that, hopefully, we can achieve some progress. And I 
thank you for your contribution. 

Mr. Brown. Do you want a rebuttal, Ms. Hinkle? 

Ms. Hinkle. Well spoken. 

Mr. Brown. Mr. Stenholm. 

Mr. Stenholm. Ms. Hinkle, where you state: 

* * * if a pesticide is dangerous enough to constitute an imminent health threat 
it is too dangerous to be allowed to make its way through the channels of trade. 
Such stocks should be recalled and disposed of as a hazardous waste * * *. 

I totally agree with you on that statement. 

My question to you is, in disposing of it as a hazardous waste, 
what do you and your members propose in the way of a standard 
for disposal? Is it the same standard that you are testifying today 
whereby there is no risk acceptable? Would a method of disposal 
that would eliminate 95, 96, 97, or 98.5 percent of the hazardous 
chemical be acceptable to you? 

Ms. Hinkle. In the case of 2,4,5-T, or agent orange, when the 
stocks needed to be disposed of, the incineration efficiency was 
99.999999, and we judged that to be sufficient. In regard to most of 
the stocks of suspended pesticides that would be recalled from the 
company, and this has been done by companies — Ciba-CJeigy did it 
in regard to chlordimeform. They recalled every single drop 
through the retail level down to every last farmer who had it. They 
are capable of recalling through the distribution channels, and the 
registrant is in the best position to know how to dispose of this 
chemical that they have produced. They knew how to produce it, 
they know what chemical changes occur at any given point, and I 
think that they should be given the responsibility to either recycle, 
reuse or manufacture it into some other form. But it should be 
given back to the company, and this way we might curb some of 
the tendency to just produce because someone will take care of it 
or it will be so disseminated that it will not be detectable. 

And I feel we have to make people more responsible for their ac- 
tions. That includes environmentalists and consumers, too. 

Mr. Stenholm. As chairman of the Small Business Subcommit- 
tee on Energy and the Environment in which we held hearings, 
whereby numerous small businesses had developed the wherewith- 
al to literally destroy 99.0 percent of these hazardous wastes that 
we talk about, but because of the liability question were unable to 
utilize various disposal methods. 

In all due respect, Ms. Hinkle, you and your association's contin- 
ued unwillingness to accept any level of tolerance for pesticides has 
not been based on the best of science. We currently have numerous 
techniques to dispose of chemical wastes of all shapes and forms, 
but because of the inability to get approval out of EPA and FDA 
due to liability, the methods can t be marketed. 

I say this in all due respect to your association because I share 
Mr. Roberts' opening comments. But, if we are going to pursue this 
subject, there is going to have to be what we call in Texas ^^West 
Texas tractor seat common sense" approaches to it. From a govem- 
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mental standpoint, it can't be perfect and ever get there because of 
the "sue the heck out of whoever it is that fouls up whatever it is" 
attitude we have got in the United States today. The liability ques- 
tion alone is keeping the techniques away from the market. Many 
techniques which are unavailable commercially will allow us to do 
a much better job of removing from the environment those things 
that all of us can agree should be removed. 

If, in fact, we agree that a product should be removed and we 
have got the technology to destroy 99.5 percent of a product, we 
cannot get it approved because of the continued demand by others 
that it be 100 percent? Any comment? 

Ms. HiNKLE. I am not aware of who is making the 100-percent 
requirement. However, I felt that my testimony was fairly common 
sense and reasonable, and I regret if it conveyed that I was asking 
for perfection. I was careful in trjdng to avoid any such trap. 

Mr. Stenholm. I will accept that if I misread it. Thank you. 

Mr. Brown. Mr. Morrison. 

Mr. Morrison. Thank you, Mr. Chairman. 

I wanted to explore just one part of your statement. I have been 
extremely interested in the arena of negligible risk and I think this 
bill and the work of the National Academy of Sciences and others 
moves us in that direction, and I am glad to see you as an active 
participant because your reputation precedes you. 

One of your statements say you support negligible risk under 
carefully prescribed circumstances, and certainly no one can argue 
that. Then you say, and only if negligible risk actually reduces the 
load of carcinogens in food and water. 

My question is do you dismiss out of hand the possibility that 
current levels of carcinogens might reflect negligible risk? You 
seem to be insisting that you reduce this burden, and yet it has not 
gone through the test of determining whether that is negligible or 
not. 

Ms. HiNKLE. Actually, if you look at the Academy charts and 
look at the various risk levels, it still is only looking at residues on 
food, and I think we have to look at other sources. 

The reason that we have even arrived at this point is that we do 
have a problem. There is a problem that is now widely recognized, 
and the question now is how to go about addressing this problem 
that everyone recognizes is not doing anyone any good. But we rec- 
ognize that there is a gridlock now. There is a paralysis, and we 
have to break this paralysis. And I am grateful that the Agricul- 
ture Committee is trjdng to break this logjam. I do hope that we 
can work together so that we can find agreement on the way to 
proceed. 

Mr. Morrison. I respect totally eveiything you have said, except 
you said that it is not doing anyone any good. I am just wondering 
if when we figure out this process which I hear you arguing for and 
it makes some decisions that some of the levels of carcinogenicity 
that we have been concerned about we don't need to be concerned 
about. That they, in fact, are negligible risks. I just want to make 
sure that you are not starting where we are now and sa3ring we 
have to reduce everjrthing if, in fact, the process that you approve 
of comes to the conclusion that in maybe some areas we have al- 
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ready gone farther than we need to to truly protect the public's 
health. 

Ms. HiNKLE. I would hope that we wouldn't stop simply because 
something has arrived at 10 to the minus 6. 1 think we need to con- 
tinue to look at the various control measures that we are using 
against these pests and try to choose the lesser of the evils, of the 
lower and the safer alternative, then gradually as you proceed with 
this choice and this course over the years, then you wUl encourage 
some of the safer alternatives and you have actually reduced the 
load so that it truly is acceptable. 

Mr. Morrison. OK. Well, what I hear you saying is that you are 
very much for a process. 

Ms. HiNKLE. Yes. 

Mr. Morrison. And let us agree on that process and make sure 
that it is accurate and then apply it across the board. My percep- 
tion has always been that through the years we need to know 
about that groundwater, we need to know about those other factors 
that are part of that individual's diet, but that individual is going 
to have to make some decisions on their own because some of the 
things I think Americans like, such as charcoal-broiled steaks that 
probably some people enjoyed over Labor Day, are going to come 
up on the negligible risk list as ranking pretty high. 

But I hear you saying that the process is the important part of 
what we are doing right now, and I concur and I compliment your 
organization for that. 

Ms. HiNKLE. Information is valuable, too, such as charcoaling is 
not — it may promote carcinogens, and, equally, information about 
those foods that are anticarcinogenic such as broccoli and cabbage. 
I think information is very helpful to the consumer. 

Mr. Morrison. Everjrtlung as far as I am concerned should have 
a rating, and then each consumer can make up their own choice as 
to what in fact they are going to consume. I think that is what we 
are talking about. 

Mr. Roberts. Would the gentleman 5rield? 

Mr. Morrison. I would 3deld. 

Mr. Roberts. You could have said a barbecued apple instead of 
barbecued beef. 

Mr. Morrison. Well, however it comes out we will take our risks. 

Mr. Roberts. If the gentleman would continue to 3rield, I want to 
make one point to Ms. Hinkle. 

On the first page, third paragraph, with respect to pesticides reg- 
istered before 1978, the data shall be submitted no later than De- 
cember 31, 1994. 1 know you are concerned about the 12 years. 

Ms. Hinkle. Yes. 

Mr. Roberts. That is 6 years. And thereafter pesticides are regis- 
tered on a 12-year cycle. I understand your concern about that, but 
I did want to point out that there is a shorter time frame as we go 
through the reregistration. 

Ms. Hinkle. Good. Thank you. 

Mr. Roberts. Thank you, Mr. Chairman. 

Mr. Brown. Thank you very much, Ms. Hinkle. Your testimony 
is invaluable, and I think we are going to convert some of the 
members of the subcommittee if we keep working on it. 
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Our last witness this morning is Ms. Janet Hathaway, staff attor- 
ney for the NRDC, and we welcome her here this morning. 

Ms. Hathaway, without objection, your full testimony will appear 
in the record, and if you should wish to summarize it, you would be 
welcome to do so. 

STATEMENT OF JANET S. HATHAWAY, SENIOR PROJECT 
ATTORNEY, NATURAL RESOURCES DEFENSE COUNCIL 

Ms. Hathaway. Yes. Thank you, Mr. Chairman. I would like to 
summarize my testimony. 

Mr. Chairman and members of the committee, thank you for this 
opportunity to testify before the subcommittee on H.R. 4937, the 
Pesticide Food Safety Act. I am Janet Hathaway, senior project at- 
torney with the Natural Resources Defense Council, also called 
NRDC. NRDC is a nonprofit public interest organization dedicated 
to protecting public health and the environment through scientific 
research and legal advocacy. 

First, NRDC would like to commend you for inclusion in this bill 
of expanded funding for integrated pest management, or IPM, pro- 
grams to reduce pesticide residues. IPM promises to provide effec- 
tive means of dramatically reducing pesticide residues without ad- 
versely affecting agricultural productivity. It deserves vastly im- 
proved private and Federal support. 

However, it will be important to identify more precisely than the 
bill currently does the kinds of research programs which Congress 
deems particularly worthy of funding. The 6-year, $150 million 
project included in the bill is vitally needed, but there are surely 
many hundreds of millions of dollars' worth of important IPM re- 
search. The $25 million-per-year authorization level set by H.R. 
4937 will only begin this important work. 

In general, however, after closely examining H.R. 4937 NRDC 
has concluded that we cannot endorse the bill. H.R 4937 grants the 
Environmental Protection Agency and the Food and Drug Adminis- 
tration broad discretion which could be used to better protect our 
food supply from carcinogenic and otherwise hazardous pesticides. 
However, neither FDA nor EPA have wisely used the broad discre- 
tionary authority they currently enjoy to adequately protect the 
public. Often ambiguities in the statutory language have been ex- 
ploited to condone current practices even when those practices pose 
a clear hazard to public health. 

The histories of both EPA and FDA provide ample evidence food 
safety is often compromised even when statutory mandates are 
clear and unequivocal. Both agencies' neglect of the explicit prohi- 
bitions in the Delaney Clause demonstrates an unwillingness to 
tighten or eliminate certain uses of pesticides even when they are 
both hazardous and clearly illegal. 

H.R. 4937 won't ensure enhanced protection of our food supply. 
First, the reregistration provisions do not include deadlines that 
are needed to ensure that all pesticides are re-evaluated in the 
next 9 years. NRDC strongly supports accelerated reregistration of 
pesticides which were licensed for use without complete data on 
health and environmental effects. In the 99th Congress NRDC was 
one of the principal groups involved in negotiations with the Na- 
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tional Agricultural Chemical Association, or NACA, which led to a 
det^ed reregistration schedule now incorporated in the FIFRA re- 
authorization bills, H.R. 2463 on the House side and in the Senate 
S. 1516. 

We continue to strongly support the reregistration provisions of 
H.R. 2463 which were recently adopted by this subcommittee and 
which are expected to be brought before the full committee soon. 
However, we don't endorse the reregistration section of this bill. 
We believe that the provision is insufficient to ensure rapid and or- 
derly reregistration of all pesticides which still lack complete data. 

Second, H.R. 4937 would not establish a strictly health-based 
standard for regulating pesticides in all foods. H.R. 4937 would re- 
quire EPA to use one single standard for regulating pesticides in 
both raw and processed foods. 

Unfortunately, NRDC does not believe the new standard will im- 
prove public health protection from carcinogenic and otherwise 
dangerous pesticide residues. One major reason why this is so is 
that the bill creates a negligible risk standard for oncogenic pesti- 
cides. NRDC considers this standard objectionable for three rea- 
sons. 

First, the negligible risk standard is qualified by requiring EPA 
to give appropriate consideration to the risks and benefits of set- 
ting the tolerance. NRDC believes that this risk-benefit standard 
will be interpreted by EPA as a grant of authority to set pesticide 
residues at levels which pose hazards. To enable EPA to set toler- 
ances at dangerous levels whenever it cites some benefit of the pes- 
ticide is a perversion of the purpose of the food and drug law. Bene- 
fits to the pesticide industry or to the food industry cannot cancel 
out real dangers for consumers. 

Second, the bill's negligible risk standard for carcinogenic pesti- 
cide residues will not constrain EPA from asserting that high 
cancer risks are "negligible." Instead of requiring more protective 
standard-setting, this provision could insulate EPA tolerances 
which result in high risk to some portions of the population. NRDC 
believes that EPA should never be allowed to consider as negligible 
any risk of cancer or other serious disease which exceeds a rate of 
one in a population of 1 million. 

Third, the bill does not identify what level of exposure to non- 
oncogenes is to be deemed safe. 

Finally, NRDC believes many other provisions must be incorpo- 
rated in H.R. 4937 to achieve a safe food supply. 

First, tolerances should be set at safe levels for the entire popula- 
tion, including children and the elderly who may be more sensitive 
or more exposed to pesticide residues in food. 

Second, EPA should be required to calculate exposures to pesti- 
cides at the legal limit; that is, the tolerance level. 

Third, EPA's exposure assessments should calculate exposures to 
pesticides in all commodities and in drinking water. 

Fourth, enforcement deadlines for EPA's obligations under this 
statute should be set by Congress. 

Fifth, H.R. 4937 should require EPA to set tolerances for inert 
ingredients or metabolites of pesticides. 

Sixth, H.R. 4937 should grant EPA needed imminent hazard au- 
thority so that it can modify and revoke tolerances expeditiously. 
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Seventh, H.R. 4937 should require practical methods for detect- 
ing pesticide residues before a tolerance is granted. 

Thank you very much for the opportunity to testify on this bill. I 
do look forward to working with this committee on this legislation 
and on other bills which will be needed to enhance public health 
protection from pesticides in our food and in our environment. 

[The prepared statement of Ms. Hathaway appears at the conclu- 
sion of the hearing.] 

Mr. Brown. Thank you, Ms. Hathaway. 

Mr. Roberts. 

Mr. Roberts. Yes. Thank you, Mr. Chairman. 

I think I made reference in an earlier statement that we needed 
strong cooperation between all groups to get any kind of legislation 
passed; i.e., the FIFRA bill we passed during the last session of 
Congress three times, once by unanimous consent. We can't even 
decide when to adjourn around this place let alone, you know, pass 
a FTFRA bill. Three times we made progress. Of course, that died 
in the Senate and we are back to square one. Or, hopefully, not 
square one. 

But, on the other hand, being a former newspaperman, this busi- 
ness of an adversarial relationship, I don't want to perjure that en- 
tirely. And I can remember when writing maybe golden words of 
truth in the editorial that I think would be very appropriate, why 
people would accuse me of being an adversary. And I said, "I was 
just trying to shine the light of truth in the darkness." Then they 
would say, "Yes, but you held the flashlight and it was a very se- 
lective process.'* 

But I credit your organization in terms of prodding agriculture, if 
you will. I said earlier that we must step up to this challenge and 
be much more, I think, aggressive. My colleague from Washington 
pointed out that when the NAS made their study there was a lot of 
hesitancy on the part of the agriculture community; i.e., there was 
a lot of press about I think it was killer tomatoes or something at 
that particular time. We thought, "My gosh. We don't need an- 
other report that is going to come out and denigrate our food 
supply and all of this. But we have to do this. Mr. Waxman has a 
bill. We have a bill. And we look forward to working with you. 

Let me ask you a question. Why do you think the EPA and the 
FDA have chosen to try and side-step the Delaney Clause? Why is 
Delaney, apparently, so problematic for these agencies? 

Ms. Hathaway. Well, I think that there has been a tendency to 
focus on new pesticides or new products that would fall under the 
Delaney Clause rather than the old ones, primarily because old 
products that already have a market share have very vociferous ad- 
vocates that EPA and FDA don't really want to tangle with. It is 
much easier to simply deny a registration of a product for either a 
food additive use or a pesticidal use than it is for either FDA or 
EPA to eliminate a use that has already been sanctioned in a sense 
by the grant of a tolerance. 

Another reason why they are very leery of tampering with these 
old uses is that in 1977 Congress really slapped FDA hard when 
FDA banned saccharin. Congress overturned the ban on saccharin 
even though saccharin was — and still is — definitely carcinogenic. 
But many consumers were using the product and had developed a 
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kind of allegiance to that product, and therefore Congress respond- 
ed by overturning FDA's fairly courageous action. Therefore, I 
think you will not see too much of that kind of action with old pes- 
ticides or old food additives unless the law is changed. 

Mr. Roberts. Well that is precisely — I know your organization 
has stated that we don't have adequate data for food-use pesticides 
to accurately assess their long-term effects — I am now quoting — 
that is why I want an aggressive reregistration program. And you 
heard the NACA representatives being very nervous about that, 
understandably so, and yet we are getting a lot of suggestions— I 
would say criticism, but I will say suggestions— that we reallv 
won't accomplish an3rthing by the risk reduction. If we go through 
the reregistration process, obviously these products are not going to 
be protected to the extent that you worry about. And I thmk that 
would be progress. 

By the way, I have saccharin and sugar up here, and in defense 
of my sugar producers I use the sugar. I guess I am more safe when 
I do that. 

Mr. Morrison. A little fatter. 

Mr. Roberts. A little fatter, as my colleague from Washington 
has pointed out. 

I think at this juncture in the interest of time, Mr. Chairman, I 
will yield back. But I do want to thank the witness and I look for- 
ward to working with her. 

Ms. Hathaway. Thank you. 

Mr. Brown. Mr. Stenholm. 

Mr. Stenholm. Ms. Hathaway, does your organization require a 
zero tolerance in the incineration of or disposal of a hazardous 
chemical? 

Ms. Hathaway. Well, if we are talking about the food supply 
and determining that some chemical is posing greater than a n^^h- 
gible risk in the food supply, NRDC is on record that we could Uve 
with a bill that allows a very short interim time period in which 
we are phasing down the risk to the negligible level. We will not 
condone, however, a bill that does not constrain very narrowly 
what is meant by negligible risk. We would never approve of a bill, 
for example, that allows EPA discretion to set a negligible risk 
level higher than 10 to the minus 6, or one cancer out of a million 
people exposed over a lifetime. 

When it comes to a hazard that is extreme, there are many in- 
stances in which a risk reduction can be undertaken that doesn't 
necessarily mean elimination of the chemical use altogether. For 
example, I have talked to a number of growers of apples in the 
Northeast who are convinced that some pesticide products that are 
clearly carcinogenic, many of the fungicides, could be used at ex- 
tremely reduced concentrations than the ordinary farming prac- 
tices entail if integrated pest management and scouting for insects 
were routinely incorporated into the farming practices. That is the 
kind of thing that we envision a bill like Mr. Waxman's bill doing, 
requiring that there actually be reduction in the residue level, not 
necessarily meaning that the chemical has to be eliminated entire- 
ly from the market. 

But assuming that there are cases in which the chemical can't be 
used safely, because if it is used at such low levels it is simply not 
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effective, then we do support the concept that the registrant should 
conduct a recall of the product through the regular chains of distri- 
bution. When the product is returned to the registrant, the regis- 
trant should have to supply a plan to EPA under the RCRA au- 
thorities — the Resource Conservation Recovery Act authorities — to 
detail how exactly they are going to dispose of it. The disposal plan 
should not pose a significant risk to public health or the environ- 
ment. That is the standard. That doesn't mean no risk at all. 

Unfortunately, there are going to be risks associated with dispos- 
ing of these products as well as using these products. But we would 
want those risks to be reduced as far as they can be. 

What I am sa3dng is we don't believe there is any place where we 
are going to have perfection. We aren't a group that has ever seen 
it as possible to take a hazardous chemical out of the food supply 
and dispose of it with zero risk to all people. There are workers 
who are going to be involved in collecting the product. There are 
people who are going to have to develop a plan for disposal. All 
those people who have some exposure to the product bear some 
risk. It is not avoidable as far as we can see. 

Mr. Stenholm. I think I am going to quit while I am ahead. 

Mr. Brown. Mr. Morrison. 

Mr. Morrison. Ms. Hathaway, your statement is rather critical 
of the efforts of my colleagues to get us moving in a positive direc- 
tion, and maybe you have answered this in your response to the 
gentleman from Texas on disposal. But does any relative risk 
standard potentially meet the requirements of NRDC? 

Ms. Hathaway. Yes. It is possible for a bill to be constructed 
that will in our view in fact reduce risks below the 10 to the minus 
6 level for all carcinogens and would not allow EPA to play a shell 
game and to hide risks. What we fear most is that a bill that is 
very well intentioned, such as this effort, could be used by EPA to 
understate risks. 

For example, one of the things that we want to have very well 
laid out in a bill of this kind is how is EPA to estimate exposure. 
EPA has had a practice of looking at average exposure, and virtu- 
ally nobody really eats the average amount of apples. What EPA 
has looked at is the entire population as potential consumers of 
apples, and it has divided the total amount of apples consumed by 
the total population. If you are an apple eater and you occasionally 
eat an apple, you are definitely going to be substantially above that 
theoretical average that EPA has calculated. And we have looked 
at the EPA's tolerance-assessment system data and found that 
people who eat a high amount but not an extreme amount like in 
the 90th percentile of apples, eat 140 times what the average 
person does. 

So we want to make sure EPA looks at the actual exposures 
people have and does not just look at some theoretical average that 
is really unrealistically low for what people are truly consuming of 
these commodities. That is one example of how we would limit 
agency discretion and come up with a bill that really is workable. 
Tliat would not hide the real risks that pesticides pose. 

Mr. Morrison. I think all of us here would agree that whatever 
we come up with has to reflect the real world, and I trust that is 
the process you are describing. I am glad you used apples as the 
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example because as an apple grower myself our policy has been 
always to eat whatever you can't sell. And so I want you to know 
that after 55 years of doing that I am extremely healthy, and 
proud of the fact, even though I have consumed more than my 
share of carcinogens. 

Thank you very much. 

Mr. Brown. Do you have any further questions? 

Mr. Roberts. No, sir. 

Mr. Brown. Thank you very much, Ms. Hathaway. 

Ms. Hathaway. Thank you. 

Mr. Brown. I think that in deference to the fact it is now noon 
we will excuse you. And we appreciate your testimony very much. 

And the subcommittee will be adjourned. 

[Whereupon, at 12 noon the subcommittee was adjourned, to re- 
convene subject to the call of the Chair.] 

[Material submitted for inclusion in the record follows:] 
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PESTICIDE FOOD SAFETY ACT OF 1988 

Invited Testimony 

by 

Charles M. Benbrook, Ph.D.* 



Mr. Chairman, Congressman Roberts, and other members of the 
subcommittee, it is indeed a privilege and great honor to appear before you 
today to address the "Pesticide Food Safety Act of 1988." 

This bill, and this hearing will hopefully mark an important step 
forward in the pesticide oversight and legislative activities of the DORFA 
subcommittee. During the subcommittee's extensive oversight of EPA 
regulatory actions and policy changes in 1982-1983, your efforts brought to 
light the Agency's ambivalence regarding how to treat residues of 
potentially cancer -causing pesticides in food. In 1983 Chairman Brown 
wrote the Agency, raising a variety of questions about EPA's interpretation 
of the Delaney Clause, its applicability to pesticide residues in food, and 
its plans for dealing with the dual standards for regulation inherent in 
the Food, Drug, and Cosmetic Act (FDCA) and FIFRA statues. 

Chairman Brown's letter provoked EPA to assess its own policies in 
this area, and no doubt contributed to the Agency's decision to commission 
the National Research Council's Board on Agriculture to assist the Agency 
in developing a scientifically sound basis for the regulation of oncogenic 
residues. The findings, conclusions, and recommendations of the NAS study 
are contained in the report Re gulating Pesticides in Food: The Delanev 
Paradox (National Academy Press, 1987). A copy of this report was provided 
to members of the subconraiittee and staff upon its release in May 1987 . 

Discussions since the report's release, and a variety of other events 
(i.e. Court of Appeals decision on de minimus. Proposition 65) have served 
to sharpen public understanding of the regulatory dilemma faced by EPA in 
carrying out its statutory responsibilities. And now with the introduction 
of the "Pesticide Food Safety Act of 1988," the subconraiittee has progressed 
from oversight and problem definition to the drafting of legislative 
remedies. The subcommittee deserves great praise for the courage and 
commitment needed to exercise both its oversight and legislative 
responsibilities in this highly controversial and extremely complex area of 
regulatory and public health policy. 



♦Testimony presented September 7, 1988 before the Subconraiittee on 
Department Operations, Research, and Foreign Agriculture (DORFA), Committee 
on Agriculture, U.S. House of Representatives. Dr. Benbrook is the 
Executive Director of the Board on Agriculture, National Research Council, 
National Academy of Sciences. 
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Principal Recommendations of the NAS Report 

Re gulatin g Pesticide Residues in Food: The Delanev Paradox (hereafter 

referred to as the Delaney Report) made four principal recommendations. 
Herein I describe the relationship between provisions in the "Pesticide 
Food Safety Act of 1988" (hereafter referred to as the Roberts -Brown bill) 
and the NAS Delaney report. 

First, two important points deserve note. The NAS committee which 
carried out the study and produced the report was not asked, and did not 
dwell at length on the need for, or substance of legislation to implement 
its recommendations. The committee felt that its recommendations could, in 
large part, be acted upon administratively, or through legislation, or 
through a combination of legislative and administrative reforms. 

Since completion of the project, the adverse Court of Appeals decision 
regarding the legal basis of the Food and Drug Administration's de minimus 
policy has weakened the likelihood that EPA could implement the report's 
recommendations administratively and withstand legal challenge, which would 
likely follow. Legal experts differ both in their views regarding the 
ultimate scope of the recent Court of Appeals decision, and whether and how 
litigation might evolve if EPA moves ahead to administratively adopt a 
negligible risk standard. 

A second key point- -the NAS committee viewed its four principal 
recommendations as interrelated and interdependent. It felt that a strong 
case could be made for each of its recommendations, both on scientific and 
policy grounds, but only when adopted as a package. The reason for this 
important caveat will soon become evident. 

Recommendation 1: Consistency 

"Pesticide residues in food, whether marketed in raw or 
processed form or governed by old or new tolerances, 
should be regulated on the basis of consistent 
standards . Current law and regulations governing 
residues in raw and processed food are inconsistent 
with this goal." (Delaney report, page 11) 

To a large extent, this consistency recommendation both drives and 
shapes the other recommendations. It also poses the principal statutory 
challenge this subcommittee must resolve in crafting legislation. 

The Roberts -Brown bill addresses head-on the major statutory 
provisions that give rise to inconsistent treatment of oncogenic pesticide 
residues in food: 

* The inconsistency between how residues in raw commodities and 
fresh produce are treated, in contrast to processed foods is 
eliminated in a straightforward fashion in Title II. Pesticide 
residues that concentrate on processed foods are removed from 
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Section 409 of the FDCA, and hence outside the reach of the 
Delaney Clause. 

* The inconsistency between new and old pesticides is addressed in 
Title I, which proposes a simple, yet far-reaching change in the 
re -registration provisions of FIFRA. By making re -registration 
the functional equivalent of registration, the Roberts -Brown bill 
would provide EPA a much more realistic statutory mandate and 
process with which the Agency could assess and regulate new and 
old pesticides with a consistent set of rules and scientific 
criteria. 

While an elegant analytical case can be made for consistent treatment 
of pesticide residues, plain old common sense provides perhaps the most 
compelling basis for striving toward consistency. But how can EPA work 
toward consistency, short of either canceling all food uses of oncogenic 
pesticides, or leaving all such uses essentially unregulated? 

Recommendation 2: Adoption of a Negligible Risk Standard 

"A negligible risk standard for carcinogens in food, 
applied consistently to all pesticides and to all forms 
of food, could dramatically reduce total dietary 
exposure to oncogenic pesticides with modest reduction 
of benefits." (Delaney report, page 12) 

The need for and nature of this recommendation is best described in 
the committee's own words: 

"The committee believes that the elimination of 
oncogenic pesticide residues from human food is an 
appropriate aspiration of regulation. The committee 
recognizes, however, that residues of several dozen 
oncogenic pesticides may be found in hundreds of 
different foods. Many such residues pose little risk 
to humans, whereas some clearly warrant attention and, 
quite probably, regulatory action. The problem of 
implementing action against many pesticides with 
limited personnel and resources should be minimized. 
Moreover, the challenge for regulators grows 
increasingly complex as science and technology advance. 
Improvements in analytical chemistry and residue 
detection capabilities, new toxicological data, 
changing pesticide use practices, and the development 
of new pesticides and foods establish an urgency and 
the feasibility to devise a strategy for attaining a 
safer food supply." (Delaney report, page 12) 

The Roberts -Brown bill calls for the application of such a standard in 
establishing, reviewing, adjusting, and when necessary revoking tolerances 
for oncogenic pesticide residues in fresh and/or processed foods. 



Digitized by 



Google 



116 



Moreover, the language in Section 204 of the Roberts-Brown bill 
provides the Administrator clear and appropriate guidance regarding how to 
apply the standard. As recommended in the Delaney Report, the bill would: 

* Apply a negligible risk standard to the estimated dietary risk 
from exposure to a given pesticide used on a given crop, taking 
into account residues in or on both fresh and processed foods 
derived from the crop. 

* Require EPA to use realistic assumptions and the best available 
data in developing risk estimates, and when comparing risks 
associated with one pesticide in contrast to risks from other 
pesticides registered for the same crop use or uses. 

Another key point deserves mention. The NAS committee discussed at 
virtually every meeting whether to recommend a quantitative benchmark for 
negligible risk as part of its definition of this important concept. The 
committee was both sensitive to and well aware of valid arguments both for 
and against specifying a quantitative benchmark in the definition of 
negligible risk. In the end, the committee was persuaded that quantitative 
risk assessment methods, and the science underlying estimates of oncogenic 
risks, were too fragile and changeable to either assert that risks below a 
certain level are truly "negligible," or that risks above the "negligible" 
level indeed pose a significant risk of cancer in man. Such judgments, in 
the committee's view, can only be made on a case-by-case basis following a 
thorough review of the complete toxicological database available on a 
particular chemical. Even then, such judgments may be very hard to make. 

In the absence of a defensible scientific basis to establish a 
quantitative benchmark for negligible risk, the committee felt constrained 
to merely define what it meant by such a risk level, while utilizing 10"^ 
as one commonly accepted benchmark in its analytical exercises. For many 
years regulatory officials in EPA, FDA, and other agencies will continue to 
face a difficult set of scientific and policy issues in reaching judgments 
regarding negligible risk. The language and approach taken in the Roberts - 
Brown bill regarding the definition of negligible risk is sensitive to, and 
consistent with the NAS committee's findings and recormnendations regarding 
the need for consistent application of a negligible risk standard. 

Recommendation 3: Target High-Risk Pesticides and Crop Uses 

"The committee's analysis (described on pages 50-66) 
suggests that about 80 percent of oncogenic risk from 
the 28 pesticides that constitute the committee's risk 
estimates is associated with the residues of 10 
compounds in 15 foods. Logic argues that the EPA 
should focus its energies on reducing risk from the 
most worrisome pesticides on the most-consumed crops, 
and compelling reasons support such a strategy." 
(Delaney report, page 14) 
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A great deal of additional research on the magnitude and distribution 
of oncogenic pesticide residues (and risk) in food have been undertaken, 
and is ongoing within EPA, state regulatory agencies, private 
organizations, and academic institutions since the May 1987 release of the 
NAS Delaney report. While individuals differ markedly in their view of the 
magnitude and true significance of pesticide -related cancer risk, there is 
now widespread agreement that both exposure and potential risk is heavily 
concentrated in relatively few foods following the use of perhaps a dozen 
oncogenic pesticides. 

In contemplating the challenge EPA faces in re -registering some 200 
plus food use pesticides, this point takes on great significance. If and 
as EPA determines that some pesticide risks indeed exceed a negligible 
level, and further finds that risks exceed benefits, the Agency can 
substantially reduce risks by targeting regulatory action toward the 
relatively few pesticide uses associated with the greatest risks. For the 
farm community, the other side of the coin is reassuring- -most current uses 
of potentially oncognic pesticides contribute very modestly, if at all to 
dietary cancer risk, and hence are not likely to warrant severe regulatory 
restrictions, at least not on the basis of dietary cancer risks. 

The three preceding recommendations constitute both an approach, and a 
new set of rules for establishing tolerances and regulating oncogenic 
pesticides. The last recommendation addresses the need for EPA to augment 
its current approach to risk assessment and risk-benefit balancing through 
adoption of an analytical framework designed to facilitate two key goals- - 
highlighting the relative risks and benefits associated with the use of all 
the pesticides registered for control of a given pest on a given crop; and 
second, assisting the Agency in assuring that its regulatory actions 
actually reduce total risk after crop producers have switched to other 
products following a regulatory action. 

Recommendation 4: Adoption of an Analytical Framework 

"The EPA should develop improved tools and methods to more 
systematically estimate the overall impact of prospective 
regulatory actions on health, the environment, and food 
production. Rapid advances in computer technology, as well as 
the EPA's successful efforts to computerize major data sets like 
the Tolerance Assessment System (TAS) make such progress readily 
attainable." (Delaney report, page 15) 

The committee explained the need for such a framework by pointing out 
that: 

"Use of new analytical tools and data bases could help 
the EPA get ahead of its growing work load. The 
refinement of such a system would allow the EPA to 
project with increased confidence a wide range of 
impacts associated with its regulatory actions. For 
example, the committee's rudimentary analysis 
demonstrates that certain strategies for implementing 
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the Delaney Clause could increase dietary risk, and 
vigorous application of the Delaney Clause to 
tolerances for residues in processed foods may not be 
the most effective strategy for minimizing dietary 
exposure to oncogenic pesticides." (Delaney report, 
pages 15-16) 

As stated earlier, the committee felt that its four recommendations 
were justified when considered as a package. It would remain extremely 
difficult for EPA to target high-risk uses of pesticides without a new 
analytical framework, nor strive toward consistency in applying a 
negligible risk standard to new and old pesticides, and residues in fresh 
and processed foods. 

The committee felt compelled to point out one particularly key linkage 
among its recommendations: 

"The adoption of a negligible -risk standard would 
provide added justification for the agency to reduce 
relatively high risks while deferring actions on 
relatively low or perhaps even zero risks. The 
committee would not endorse the adoption of such a 
standard if it were not consistently applied to all 
pesticides and all forms of human food." (Delaney 
report, page 13) 

Legislative Proposals Impacting Re-registration 

For the last several years the subcommittee has passed legislation 
containing an extensive set of amendments involving the re -registration 
process. Indeed, many people consider the amendments developed to 
accelerate the re-registration process as the most important feature of the 
legislation the full Committee on Agriculture is scheduled to markup in the 
near future. 

The relationship between the Roberts -Brown bill re -registration 
provisions and those in the FIFRA bill passed earlier this month by the 
subcommittee warrants some discussion. Put simply, the amendments address 
different issues, and are very different in content. They are not mutually 
exclusive. Prior to full committee markup, I would urge the subcommittee 
to consider how the two provisions could be integrated. 

The key change proposed in the Roberts -Brown bill is simple: it would 
make re -registration the functional equivalent of registration. Many 
people erroneously assume that this is indeed now the case with the current 
FIFRA. While the language of FIFRA could arguably be read in support of 
the notion that registration and re-registration are the same, in practice 
the two actions are very different. 

In the case of reviewing an application for a new registration, the 
Agency requires the applicant to meet all applicable data requirements 
before reaching a decision regarding potential risks, and moreover the 
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burden rests on the applicant to prove that risks are slight, and that 
benefits exceed risks. The product is not allowed on the market until 
proven safe . 

In the re -registration process, the shoe is on the other food. EPA is 
compelled to leave a pesticide product on the market despite datagaps, and 
even when there are rather clear indications of significant risk. For most 
active ingredients, the first several years of the re-registration process 
entails little more than identifying and filling datagaps. Once the data 
is in, EPA then proceeds to conduct a new risk assessment. If it 
determines that the risks from some uses are potentially excessive, the 
Agency then has to initiate either the special review or cancellation 
processes, which generally take a few more years, at a minimum, to 
complete. Only then are benefits seriously evaluated. 

Under current law, the decision to not re-register a pesticide only 
triggers the beginning of another protracted, costly administrative 
process. This is why Dr. Moore of EPA repeatedly highlights the statute 
itself as a principal constraint in working through the backlog of 
chemicals that are winding their way through re -registration. 

The Roberts -Brown bill goes to the heart of this problem by changing 
the standard EPA is required to apply when considering an application for 
re -registration, and by furthermore conferring regulatory significance to a 
decision not to re-register a pesticide. It also deals with the very real 
issue of Agency resources by placing the burden on registrants to apply for 
re-registration, and submit with such an application a complete dataset 
(which will no doubt include references to data already submitted to the 
Agency). Last, it would extend the routine re-registration period from 5 
to 12 years, in recognition of the fact that a pesticide which can meet the 
current standards for safety and efficacy, based on a complete and up-to- 
date dataset, is likely to remain a valuable and safe product for many 
years to come. As a practical matter, a thorough review of all old 
pesticides once every 12 years would do far more to protect the public 
health than the type of piece-meal, step-wise assessment that occurs today. 

The extensive re -registration amendments in the subcommittee passed 
bill would establish a five phase re -registration process taking an 
estimated 9 years to complete. Several provisions are both needed and 
clearly compatible with the Roberts -Brown bill. Specifically, it would be 
desirable to retain the fee structure and related amendments from the 
subcommittee passed bill in any future package of re -registration 
amendments; the penalty provisions in the subcommittee bill for non- 
compliance with the procedural requirements of the re -registration process 
also belong in any future set of amendments, as well as provisions 
addressing inadequate or fraudulent data. 

The major differences in the two bills are the change in the standard, 
and the extension of the re-registration time period from 5 to 12 years. 
The timetable called for in the two bills is very similar, and could easily 
be reconciled. 
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One important point deserves emphasis relative to timetables. The NAS 
Delaney report, and other reports and studies have documented that the 
risks associated with current pesticide use patterns are highly variable. 
Relatively few pesticides account for the lions share of risk; just a few 
uses for the riskiest pesticides account for the bulk of exposure; water 
quality and other environmental problems generally arise from certain 
combinations of soil type, climate, and application methods; worker safety 
problems reflect particular combinations of practices, in the absence of 
recommended safety precautions, and so. 

As a result, the public health and environmental goals of FIFRA would 
be advanced most cost-effectively by providing EPA authority and 
flexibility to target its re-registration, special review, and cancellation 
efforts at those pesticides which appear most worrisome. EPA has a pretty 
clear idea of which products belong in this category. It would be 
preferred for EPA to select 15 of the most hazardous products, and act to 
reduce risks to acceptable levels from them over the next 24 months , rather 
than to work its way through the first two or three of five phases of re- 
registration on some 600 active ingredients. In striving to provide a 
statutory mandate to implement the NAS report's recommendations, the 
Roberts -Brown bill would go a long way toward focusing Agency resources and 
effort on potentially significant risks. 

In summary, I believe it is fair to say that the provisions of the 
Roberts -Brown bill would substantially reconcile within the FDCA and FIFRA 
statutes the principal statutory constraints EPA faces in implementing the 
four major reconraiendations in the NAS Delaney report. Please note my 
choice of words --it was deliberate. 

The Roberts -Brown bill would provide EPA critical new authority, 
tools, and direction. It would not, nor can any legislation, dictate that 
such new authority be exercised with a sense of urgency and coimnitment to 
reducing public health risks. Moreover, as this subcommittee is well 
aware, there are many other factors which must realistically be taken into 
account , including- - 

* Funding levels to support the re -registration process. 

* New developments in the scientific arena, including a rapidly 
growing database on pesticide risks stenmiing from surface-water 
and ground-water contamination. 

* State regulatory efforts and initiatives, like Proposition 65; 
ongoing litigation, and the prospect of new cases involving 
regulatory actions based upon a de minimus theory. 

* Political changes in the executive and legislative branches of 
government . 

For better or worse, the DORFA subcommittee opened this can of worms. 
The issues were bound to arise, and pose tough choices both for Congress 
and regulatory officials. By crafting this bill and holding this hearing, 
the subcommittee has taken a commendable step forward in resolving a 
complicated, at times seemingly impenetrable regulatory problem. Thanks 
for the opportunity to appear before you this morning. I would be pleased 
to answer any questions. 

(Attachment follows:) 
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Results 



U.S. Rates 

Morolit)' rates bcmren 1950 and 1960 rose most 
dnmaticaUy fix lung cancei; with female rales risif« 36% 
each fiw ytais compared » 20% fix males (figure 2). Other 
striking increases (over 10% per five yeais) were seen in 
both sexes for malignant melanoma, multiple myeloma, and 
conneai\t tissue lumoo, and for laryi^ cancer vaot^ 
women. Rates fix cancers of the lip and stomach in bodi 
sexa, and for non-mehnoma sldn and liver cancers among 
women, dropped over the same period by 19% or more 
per five vrais. Decreases of more than 10% per five years 
were also seen for cancers of the bone and rectum in bodi 
sexes* for cancers of the cervix, corpus uteri, nasal cavity, 
and thjTOid giand among women, and for non-mdanoma 
skin cancer and Hodgkin's disease among men. Durif« the 
1970s, die highest monaUty rates were seen for lui^ coton, 
and prostate cancers among men and for breast, hu^ and 
coton cancers among women (figure 3). Tliese siies, atof« 
with die coipus uieii, also had the t^^xst incidence rates 
during this period «•« 

AldKXigh the model used to examine time trends fits 
the U.S. data very well, examinatkm of those sites with a 
poorer fit pointed to noiewoctby chai^ in die patterns of 
die rates over dmc Shaip downturns in morcdity rates for 
Hodgkin's disease and testicular cancer and a shaip increase 
fix female hing cancer were seen durii^ die 1970b for aO 
age groups. 

An examination of die inietacticn of age and time 
eflects on die US. mortality rates kkntified certain cancer 
sties where patterns difiered by brood age group (2044, 
45^, 70+). The most common pattern revealed dediitiif 
rates over time for die youngest age group but not fix die 
odws; diis was die case fix cancers of die coton, rectum, 
btadda; lymphomas. muUple myetoma, and leukemia for 
bodi males and femaks; breast cancer for maks; and 
corpus uteri, diyroid, and odier endocrine tumoR for 
females. For malignant melanoma and connective tissue 
cancel; die rates for die youngest group increased sUghdK 
compared to a greater incresK over time fix die older ^^es 
among maks and females. For females, cancels of die oral 
cavity, esophaigus, and brynz stxywed a deooBiiv trend for 
die youngest ages, an increasiQg trend for die mkkie i«es, 
and a stable pattern for die oldest groupi R)r brain cancel; 
mes for die okkst group of males and fem^ increased 
dranaticaUy over time; to sufpon diose of die mkkie age 
group whfch prevtously had die h^hest reported n» 



The monaUty rate variabiUty, as measured by die inw- 
quartile range; was similar fix men and women for most 
sites during die 1970s, except fix cancers of die Waddei; 
rectum, coton, and oral cavity which showed at least a 
20% greater variation among men. The degree of variability 
was largest in die 1970i for cancers of die lur«, rectum, 
coton, lli^ oral cavity, nasopharynx, and eye amoi« bodi 
men and women (figures 4 and 5), bladder vaot^ men, 
and cervix uteri and breast among womea Leukemia 
showed die least variation for bodi men and women durii« 
diis time period. The interquartile cat^ for cancers of die 
ey^ odier endocrine glands, nasopharynx, and Up appear 
unusually bige among women for die 1950B because over 
25% of die SEAs had no deadis due to diese causes. While 
an apparent homogeneity of rates (e:g.. leukemia, canceis of 
die pancreas or piostate) does not predude die exisuice of 
geographk dusters of hjgh rates, it does indkaK diat on die 
whole rates are not as variable fix diese cancers s for 
odiecs. For nearty all sites, die wiability of rates has 
decreased over time (figures 4 and 5). Howevei; a dramatic 
increase in rate variation has occurred for female luf« 
cancel; indkating die emeigence of wkle geopaphk: 
diflbences since die 1950& 

The general trend toward increasii^ homogeneity of 
cancer rates over time is fimher supported by a comparison 
of die ovcraO Ui. rates widi die conespondii« medians of 
die distribution of die SEA^pedfic rates. The ovenU U5. 
rate fix a tumor which occurs predominandy in densely 
populated areas is higher dian die median rate of die SEA 
distribution because die total number of deadis in die U5. 
rate win be heavfly wdghied by diese poputous areas. In 
die 1950s, U5. rates for several sites were more' dian 20% 
higher dian didr corresponding median rates (cancers of 
die nasopharynx, larynx, recnim, and endocrine system in 
bodi sexes; eye cancer In women; cancers of die Waddei; 
coton, esoph^tps. and oral cavity in men). However in die 
1970s only a single cancer site (rectal cancer vaot^ men) 
levealed such a bige dUfcrence This measure of "urban 
eflfea" dropped fix male hing cancer fiom an 18% esxss 
In die 19505 to a 1% defidt 0*. die Ud rate 1% toiw 
dian die median) in die t970s, indkadf« dot increnes ki 
male king cancer rates have been takk« place maii^ ki less 
poputous areas. Simihrix US. cervkal cancer rates were 
bdow die median rates fix every decade; kxBcatiiv dot 
deadis due to diis cancer have been oocurrif^ more ki less 
poputous areas for at least 30 yean. 
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Gcogiaphic Plitttenis 

Described betow ue the pattens fiv the inoK cominoa^ 
occurring cancels, along with possibk explanations based 
mainly on correlation and analytic studies conducted by 
the National Cancer Insdniie; usually in collaboration 
with other research groups, in response to eariier cancer 
atlases. 

Onlcavity: Rates for men were high in all time 
periods in the urban Northeast, and in several 
metropoUian areas and pon dties elsewhere. However; in 
the 1970s high-rate areas predominated along much of the 
east coast. The urban association among males appeared 
tt> correspond with leveb of alcohol consumption and 
tobacco smoking, the major risk fktois for oral cancer.<> 
Among females, howevo; the laies were highest in nual 
counties of the South, especially in the eariier time 
periods. A caseKxmtrol interview snidy of North Carolina 
women impliaied the k)ng^tandii« habit of dipping 
snuff, ije, placing finely ground smokeless tobacco be- 
tween the gum and cheda.^ This cluster of oral cancer 
was less pronounced in the 1970s as rates among women 
declined in the rural South and high-raie areas appeared 
ak)ng the Pidfic and Horida coasts. This newly-emerging 
pattern resembles that for female lung cancei; suggesting 
the influence of cigarette smoking. 

Esopbagitt: Rates for men were elevated in urban 
centers, espedaUy in the Northeast, although clustering in 
this area diminished in the 1970s. Among females, rates 
remained high in the urban Northeast and showed some 
increases in the Far ^mst and Florida, while the high rates 
initially observed in sattered parts of the rural South 
became less conspicuous in the 1970s. The geographic 
patterns resemble those for oral cancer and suggest the 
effects of alcohol consumptkm, smoking, and possibly 
smokeless tobacco on both cancer siies.« Poor nutritkMi 
may also contribute to the patterns of occurrence, since 
dietary deficiencies seem responsible; along with alcohol 
intake, for the much higher rates of this cancer amons 
blacks.«« 

Stomach: The patterns for bodi males anc females 
have featured a cluster of excessive mortaUty in primarily 
rural counties in the Nonh Central region, which appeared 
correlated widi the concentration of high-risk ethnk: 
groups from northern Europe.* This duster has become 
less apparent in the 1970s. A similar aggregation in certain 
soutiiwestem states seemed related lo the excess risk 
among the Hispanic groups in diis area. Higher rates have 
also persisted in nortiiem urban areas. In tfje bee of 
substantial nationwide reductions in mortality over tfje 
30-year period, rates in both sexes declined less rapidly in 
areas of New England, Appalachia (parts of OH, WV, VA, 
KY, TN), Florida, Texas and soutfiem California. 



'Mfr MrMmi; CKlMtf(^ fvdMii. In bodi sexes 
there has been a contisiem North-South gradient, with 
rates being higher in the northern parts of the country, 
partiy due tt) die devaied risks of uriwi populations with 
higher sodoeconomic levds.« Qusiering has been most 
evident in the Nordieast and Midwest. Also^ the Nortii- 
South differential has diminished widi time, as mote areas 
in the South have dispbyed risii« mortaUty rates dun in 
the North. Despite the bdt of a sex differential in die 
gepgrapWc patterns, diere has been a rising national trend 
in cokMi cancer mortality among mates accompanied by a 
decline in fiemales, most evident in the urtan Nordieast. 
It is interesting diat die tower rates in the Soudi have 
prevailed even in areas attracting hige numbers of retirees 
from die Nordi, dius prompting a case<ontiol study in 
Fkirida retirement communities.^* Preliminary data sug- 
gest dieie is no rapid reduction in risk of colorectal 
cancer; but die younger die age at migration, die tower 
die risk. It remains lo be seen what aspea of die 
soudiem environment or lifestyle may be protective. 
Anotiier study opportunity was provided by a duster of 
high rates in a niral agriculniral area of eastern Nebraska. 
In a case<x)ntiol imerview study, die devaied risk of 
colon cancer was primarily amof^ persons of 
CzechostovaUan background, who ptcdominaie in die 
study area.^ 

Xtctiim: The geographic panems for rectal cancer 
resemble diose fior colon cancer; suggesting risk boots in 
common. However; die rales are generally higher in males 
dian lemates and have declined over time in bodi sexes, 
at least pardy due to improvements in survival. 

IJmgaObladdn, and MUtrypasugit These 
diseases were not separable by ICD code prior lo 1958, 
so diey are presented in combination for die entire time 
period. Mortality rates for liver cancer may be marindly 
influenced by die potential misdassification of metastatic 
disease as primary neoplasms. However; among females 
die geographic pattern for diis ategory is consistent widi 
prevtously identified high-rate areas of biliar\- tract cancer 
in die Nordi Central region, die Soudwest, and 
Appalachia.»« Mexican Americans, who reside primarily 
in die Soudiwest, and residents of Appalachian 
communities" have a high incidence of gallstones, die 
major risk factor for biliary traa cancer. 

AMcmu: In all time periods die amount of 
geographic variation was less evident dian for most odier 
tumors. Neverdidess, dusten of high-rate areas were seen 
in die urtan Nordieast and in Louisiana and die Mississip- 
pi delta area. In general, die rates for pancreatic cancer 
have been greater in urtnn areas and highly correlated 
widi die patterns of lung cancer; espedally in males, sug- 
gesting die influence of smoking habits on bodi tumors.'' 
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In a case<ontrol study in southern Louisiana, preliminary 
results suggest that smoking patterns and dietary habits 
may contribute in part to the high ntes in this area.^ 

Mosi* nasal cauitits, and sintaes: There is little 
evidence of geographic clustering of diese rare tumors, 
but a correlation study suggested a possible link between 
employment in the ftimiture manu£icturing industry and 
risk of nasal cancer^' A case-control study based on 
death certifiates revealed an excess risk associated with 
woodworking occupations.'^ Subsequendy, a case-control 
interview study in Virginia and North Carolina indicated 
increased risks of nasal adenocarcinoma among furniture 
workers and textile workers, while increases in squamous 
cell cancers were rebted to cigarette smoking.'^'* 

Larynx: Among males, excess mortality has persisted 
in the Northeast corridor and in urtun areas elsewhere in 
the country. While rates have declined in the urban 
Northeast, a duster of high rates has emerged in New 
England. Rates have also tended to increase in the 
Midwest and North Central states, and more generally in 
niral areas throughout the country ^^ The distribution of 
laryngeal cancer has been correlated with lung, 
esophageal, and oral cancers in a manner consbtent with 
die action of tobacco andA)r alcohol consumption on the 
risk of these tumors. Elevated mortality from laryngeal 
cancer has been reported in coastal areas where shipyards 
operated during \Jbrld Wv II,*> consistent widi some 
reports implicating an cfka. of asbestos exposure, but a 
case-control study of laryngeal cancer in coastal Virginia 
revealed no excess risk associated with shipbuUding.^ 
Among fiemales, there has been a rapid increase in 
mortality diroughout the country, with high rates 
emerging in die 1970s in die Nordieast and in California. 

Thubta, hroncbuM, lung, andpkura: Among males 
die mortality rates in die 1950s were high in urban areas 
of die Nordi and in certain seaboard areas of die Soudi, 
especially along die soudieast Adantic and Gulf coasts.^ 
The geographic pattern appeared consistent widi varia- 
tions in smoking habits and widi occupational exposures, 
including shipbuilding and ship tepaic:^ CascKxmtrol 
interview studies in coasol areas of Geocgia,^ Virginia,^ 
and Florida^ revealed an elevated risk of lung cancer 
associated widi shipbuilding, especially during Wbrid Wu 
n. In coastal Virginia a cluster of mesodieUoffla was iden- 
tified and also linked to shipyard exposures to asbestos.^ 
Case-control studies are under way to clarify reasons for 
die high rates along die Gulf Coast, and preUminary 
analyses of Louisiana data suggest an esocess risk among 
die Ca(un population, due at least pardy to smoking prac- 
tices, induditig die heavy use of hand-rolled cigarettes.^ 
During die 1970s die elevated mortality declined in die 
Nordieast and became more pronounced in die Soudi, 
bodi in rural and urban countiei^' A high-rue duster in 



Louisiana extended inland along die Mississippi Rivet 
Among females die rate of increase rose sharply 
diroughout die country in die 1970s, widi aggie^tions of 
high rates in Fk>rida and akxig the mid-Adantic and west 
coasts. 

Brmuf; The geographic patterns have remained 
relatively stable over time, widi most low rates in die 
Soudi and high rates concentrated in die Nordieast, 
especially in urban areas. However, die Nordi-Soudi 
diffierences have diminished, in association widi rising 
rates in many areas of die Soudi, notably in Appalachia. 
When die geognphk: patterns were analyzed by age 
groups only postmenopausal women (55> years) showed 
a nordiem predominance, along widi cdinic correlations 
and positive sodoeconomk: gradients.^ In contrast, die 
rates for premenopausal women (20-44 years) were 
distributed almost uniformly across die country and 
correlated most dosdy widi county birdi rate (fertility) 
characteristics. 

Ctrvix uttrU High rates were scattered diroughout 
die Soudi, widi die heaviest concentration in Appabchia, 
which correlates widi die tendency of diis tumor to afliea 
rural women in the lower sodoeconomic dassei^ Rates 
in die Nordi remained tow except for parts of nordiem 
New England. Aidiough mortality has declined substan- 
tially diroughout the country, die rates in several 
midwestem states decreased less rapidly, so.diat in die 
1970s a duster of relativdy high rates appeared in diese 
states as well as in Appalachia. 

Corpm and olhtr uftna: Some dustering of reb- 
tivdy high mortality rates has persisted in die mid^Ulantic 
and midwestem states. Mortality has declined nationwide; 
but less rapidly in die Nordi Central and Far yffestaa 
states. Beause of CworaUe survival rates and die potential 
misdassification of cervkal cancer deadis, die mortality 
pattem for diis cancer is much less informative dian 
inddence data. The latter have revealed regkHial and 
temporal variations diat correlate widi die use of 
estrogens prescribed at menopause.'^ 

Ovary: Mortality patterns have shown litde change; 
widi sattered high rates in bodi urtnn and rural areas 
across die nordiem pan of die country and in some 
urban areas akMig die Vkst Coast. A correlation widi die 
distribution of breast cancer has been described.^*^ 

Prottatt: AidXMigh geognphk: variation is ndia 
limited, some dustering of high-rate areas persisted in die 
nordieastem and Nordi Central states, patticulariy In niial 
areas. Rates over time remained generally stable; except 
for some dustering of areas widi rising rates in Fforida 
and California. Correlation analyses have suggested dial 
edmic liKton may influence die distribution of dils 
cancet^ 
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IteMc.- Thcfc is littte indication of geognphic 
aggregation for this disease. OespiK an upward trend in 
incidence rues, mortaUty from testicular cancer has 
dropped precipitously with ifflprowemenis in therapy and 
resultant survival nies.^'^ 

Kkbity: In both se»s the rates for renal cancer have 
remained elevated in the North Central region, with some 
high-nte areas also in the Northeast. The North-South 
difiiaential declined over dme as nues in the South rose 
more rapidly than in the North, espedaDy in males. In 
Minnesota a case<ontrol study of renal adenocarcinoma 
(which comprises about 85% of renal cancer) revealed 
elevated risks associated with German and Scandinavian 
ancestry, which partiaUy explain the geographic 



BUuUer: Among males, bladder cancer rates were 
consistendy high in urban and rural areas of the North- 
east, in urban areas around the Great Lakes, and in 
southern Louisiana. Over time the high-rate areas became 
more pronounced in the midwestem scacs, including 
Ohio and Michigan, and time-trend analysis showed that 
rising rates were most evident throughout the central por- 
tion of the country Among females, high-nue areas were 
seen mainly in upstate New York and New England. 
Occupational boots appeared to contribute to the 
geographic distribution among males, with rates par- 
ticularly high in counties where the chemical industry is 
heavily concentrated.^ A series of case-control snidies in 
high-rate areas revealed excess risks among workers 
exposed to various chemicals,^ and among truck drivers 
and others occupationally exposed to motor exhausts.^*^ 
In northern New England, preliminary analysis of a case- 
control study suggests that work in the leather and textile 
industries may contribute to the high rates for both sexes 
in that area. 

Melanoma of the skin: A striking southern 
predominance has persisted over time, with both sexes 
showing high rates mainly in the Southeast and South 
Cental regions. This pattern is consistem with the effects 
of sunlight exposure on the distribution of melanoma."^ 
The mortality rates have risen in all parts of the country, 
although recendy a high-rate area has emerged among 
males in California. 

Otber skin: Elevated mortality in dK southern pan of 
the country was seen also for nonmelanoma skin cancers, 
despite die low case-Ciiality rates for these common 
neoplasms. In incidence surveys across the country, the 
distribution of basal-cell and squamous-cell carcinomas of 
the skin was found to be strongly affecied by the amount 
of exposure to sunlight.^-'^ In contrast to melanoma, dK 
dead) rates for odier skin cancers have declined over 
time, especially in the Soudi. 

Brain and otber parts of the nervous system: No 
clear pattern was seen except for scattered high rates for 



bodi sexes in die Southean. It is often difficult to 
distinguish between primary and metastatic neoplasms of 
die brain based on death cenificaie data, so diat die 
geographic distributtoo may be influenced by variations 
in die quality of medical care and reporting systems. 

TbyroUglaml: In bodi sexes some high-rate areas 
were seen in die Rocky Mountain and Nordi Central 
states. OvtraU diere has been a steady decline in mortality 
rates. 

Bom: High rates were seen in die Soudieast among 
fefnales, but geogiaphic and temporal variations in 
mortality are confounded by flucniations in diagnosis and 
reporting, especially die indusfon of metastatic nmiors lo 
bone." 

ConmcUve tissae: Rates for bod) sexes have risen 
over time, widi sattered high rates appearing in various 
parts of die country In die 1970s a high-rate area 
emerged among women residing in Vkst Virginia and 
Maryland. A rising incidence of diis cancer has also been 
reported, but diagnostic and reporting practices probably 
contribute to die temporal and spatial variations of diis 
nmior." 

Ho4g¥n'k Uteatt Mortality rates have declined over 
time for bodi sexes, associated widi improvements in 
survival, but relatively high rates have persisted in die 
urban Nordieast and in several Nordi Central states. The 
Nordi-Soudi gradient in Hodgkin's disease applies mainly 
to young adults and has been invoked akmg widi odier 
risk faasxs to suggest a possible viral etiology*' 

Non-Hodman's fyn^fbomo: In bod) sexes die rates 
were generally k>w in die Soudi and elevated in die 
metropolitan centers and in coastal areas of California. 
This pattern seems related in pan to sock)economk: 
status, which has shown a positive correlation widi diis 
neoplasm.*^ Over time diere has been an upward trend in 
mortality rates, most notably in central and eastern areas 
of die U.S. Some clustering has appeared in Nordi Central 
and midwestem states, espedaDy in females. In a sunre>' 
of dead) certificates from Wisconsin, an excess risk was 
detected among fiumeis.*' In Kansas, where high rates 
emerged in die 1970s, a case-control inter\'iew study sug- 
gested a risk associated widi die htm use of herbiddes. 
especially phenoxyacetk: adds."^ 

Multiple myetoma: High rates were scattered 
diroughout die Nordi Central region, especially among 
males. An upward trend in mortality has been seen in all 
parts of the country, especially in people over 55 >'ears of 
age. and elevated rates have been associated widi 
urbanization and Kigh sodoeconomic levd.'' In a surve\' 
of dead) certificates in Wisconsin, an excess risk was 
associated widi various agricultural occupations diat 
deserve fonher study." 

Leukemia: In bodi sexes, scattered high rates for 
adult leukemia were seen diroughout die central pan of 
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the country from Ttaa to Minnesota. The sUght upward is a common pnctice.* Case<oniiol surveys of death cer- 

trend in mortality among males is also most pronounced tificaies in Nebraska and Wisconsin have revealed assoda- 

in the central portion of the country. Many high-raie tions with various agricultural activities^ thus providing 

counties have been located in agricultural communities, leads for further investigation.^' 
notably cocton-produdng areas where heavy pesticide use 
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Discussion 



This publication has updated the earlier cancer atlas for 
the white population with 10 additional years of data and 
has evaluated the trends in cancer mortality by SEA over 
a 30-year period. Death registration has been required in 
all U.S. states for over 50 yean Although several earlier 
NO monographs have examined the geographic distribu- 
tion and time trends of cancer mortality;^'''^ only recent- 
ly have sufficient data become avaUabk to examine these 
patterns simultaneously in finer detail than at the siaie 
kvel. k is importuit to recognize thai some geographic 
and temporal variations provide signals lo environmental 
hazards, but for many tumors fluctuations in diagnosis, 
reporting, survival time, and migration may compliaie 
thepicnue. 

The mortality patterns for most cancers showed a 
tendency toward geographic uniformity over time; as 
reponed previously using data by state or broadly- 
grouped counties.'*''' However; in our study the varia- 
tion in rates was quantified in a way that allows for 
comparison of cancer sites. In particulai; the decreasing 
rate variability for most cancers suggests a lessening of 
regional differences in the prevalence of risk fKtors. 
Increasing standardization of diagnostic measures and 
death certification practices may contribute to the 
reduction in geographic differences, as may the wider 
distribution of improved medical care and more £»orable 
survival rates. 

The maps presented here can be used to identify not 
only areas where cancer mortality rates are elevated, but 
also areas where tales are changing more rapidly than the 
average U.S. experience. The maps are reproduced in half- 
page size on Curing pages to fadlitatt a comparison of 
geographic patterns over time The 1970s map may be 
viewed as a supplement to the previous atlas, as the 



statistical methods are unchanged except for the use of 
SEAS for all cancer sites and the exclusion of cancer 
deaths of persons under 20 years of age. With the addi- 
tion of the time trend maps, it is now possible to identify 
areas which deserve further study by virtue of recent 
elevations andA>r upward trends in cancer mortality. 

The reader must be mindful of the limitations of this 
mortality survey as an epidemiologic pointa lo studies of 
cancer etiology. In some instances the assumption of con- 
sistency of diagnosis, tveaonent, and death certification 
practices across place and time may not be justified. For 
example, a comparison of ause of death as coded on the 
death certificate with the diagnosis on hospital record^ 
showed a high rate of discrepancies for cokrn and rectal 
cancer. As noted eariiei; changes in ICD coding practices 
over time for several cancer sites also may have afiecied 
the patterns noted. Finally, certain cancers may be over- 
reponed on death certifiates, as suggested by the finding 
in some cancer registry areas that liver cancer mortality 
rates were higher than the corresponding inddeoce 
rates.'' Rattems of mortality for cancers that are rapidly 
progressive and almost certainly £ual should most accu- 
rately reflea patterns of incidence; while the maps are 
less informative for cancen with £m>rable survival rates 
or problems in classification. 

Despite the limitations of these daa, it is clear from 
previous experience that the maps for certain malig- 
nancies have prompted analytic investigations that 
clarified associations with environmenol and lifiestyle 
hazards. The updated static and dynamic maps presented 
in this volume should enhance the utility of cancer 
mapping as an epidemiologic resource that fiKilitates 
research into the origins and evenmal control of cancet 
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D^>artinent Operations, Research and Foreign Agriculture 

CGnmittee on Agriculture 

United States House of Representatives 

July 28, 1988 

Mr. Chairman, I am grateful for the oppo rt unily to testify today, 
on behalf of the National Agricultural Chemicals Association (NACA)*, 
on H.R.4937, the "Pesticide Food Safety Act of 1988." Our members 
have a vital interest in this legislation and look forward to working 
with you as your Subccmnittee examines proposals to address 
inconsistencies in EPA's legal authority in this area. 

Mr. Chairman, we must solve the incxsisistencies in our food 
safely laws. As the National Academy of Sciences reported in 
"Regulating Pesticides in Food — the Delaney Paradox", — it makes no 
sense to have a dual standard for raw and processed foods and for old 
and new pesticides v^iich have been found to have an oncogenic response 
in laboratory animals. Fran day one, we have consistantly supported 
the basic reccRmendation contained in the NAS report: Specifically, 
the concept of negligible risk applied across the board for raw and 



Hie National Agricultural Chemicals Association (NACA) is a 
nonprofit, trade organization of manufacturers and formolators of pest 
control products enployed in agricultural production. NACA's 
membership is ocnposed of the companies which produce and sell 
virtually all of the techniced. crop protection materials (active 
ingredients) and a large percentage of the fonnilated products 
registered for use in the United States. 
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prooessed foods for pesticides %dhere there is evidence of an oncogenic 
response in aninal tests. Ne have also stressed, at the same tijne, the 
need for flexibility in the methodology for determining itAiat 
constitutes a negligible risk. The process of risk assessnent is 
ccxnplex. Not all animal onoogenici^ data lend themselves to 
quantitative risk assessment. There have been significant advances in 
the science of chemical carcinogenici^ in animals in recent years. 
Most e3q)erts ncM accept that all animal ca r ci n ogens are not 
necessarily himan carcinogens. It depends on a minber of factors. 
Likewise, substances v^iich have been judged to present a carcinogenic 
hazard do not necessarily present a significant risk fron exposure to 
low levels in the food si:^ly. It's recognized that there are levels 
of exposure below irihich the risk is for practical purposes so low as 
to be essentially zero. Management of low risks can be evaluated 
through scientific judgement and CGnmon sense in wany instances. On 
the other hand, there are situations vihere the information is more 
ccnpelling and more quantitative treatment is appropriate. 

Mr. Chaizman, the proposed legislation as presented in Title II, 
provides not only a solution to the inconsistencies noted earlier, but 
provides the necessary flexibility to allow recent and future 
advancements in the science of risk assessment to be applied to the 
registration of pesticides on food crops. The authors are to be 
applauded for their approadi. It is not only sound legislative 
policy, but it demonstrates trust and confidence in the science and 
the regulatory agencies. 

In dealing with the establishment of food additive tolerances for 
pesticide residues, we have also stressed that the benefits of 
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pesticides ^haold be considered. Here again, it makes no sense to 
have one part of the lata cGnsider benefits (408 toleranoes en nar 
products) iitereas another part of the law be strictly risk-43aaed 
and ignore benefits (409 food additive toleranoes). We believe your 
proposed legislation acJanowledges benefits and goes a long way in 
straightening out this inconsistency. 

Our bottcm line is that we su^iport Title II. 

Turning now to other a^^ects of H.R.4937, we sappart Title I*s 
straic^tforward and efficient treatment of pesticide reregistration. 
Here again, the reregistration issue has been of ccsncem to us. We 
have long sv^^ported legislation to speed-vp this process. Ne are 
concerned, however, about two aspects of the proposed provision. 
First, the legislation should insure that EPA be givoi sufficient 
resources to meet the deadlines. The time limiting factor has been, 
and will continue to be, Ny&ncy resources. 

Second, the proposal's use of a registration denial hearing to 
challenge reregistration actions creates procedural changes which will 
cause unacceptable econcroic risks to the public. The amaninent 
suggests a shift in the initial burden of proof fron EPA to 
registrants. This subtle but ixqportant change is magnified when 
registrants, agricultural users, ccnpany stockholders, lenders and 
many others are faced with literally hundreds of millions of dollars 
of potential losses if reregistration is denied. Farmers and ranchers 
dfBpend en existing products and may find few or no acceptable 
alternatives if EPA refuses to reregister the product. Ihis oonsuner 
dependency and econcroic esqxDSure is quite different from %rfien a new 
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product's registration aqpplicaticn is denied. We have provided 
language to your staff that will rectii^ this problem in the proposal. 

Mr. ChairnBn, we would like to close our testimony with a few 
OGRroents on Title III — Integrated Pest Management (IPM) . We share 
your si^sport for advancing IPM technology through continued research. 
NACA has long si^apdrted IIM. It's a ooRroon sense 2^3proach to pest 
control. Namely, one should do all the "ri^t" things to minimize 
pest infestations. Also iji(>licit in IPM is that the crop should be 
monitored to determine if a pest control product is necessary to 
protect the crop from econanic damage. Ne have long stated that pest 
control products should be used only \Aysn you need them. Ihe days of 
"spraying by the cedeniar* are far behind us. 

As a side note, we prefer the term Integrated Crop Management 
(ICM) . One has to look at all aspects of producing a crop. Oontrol 
of pests is one aspect. nM, therefore, is a subset of ICM. We %#ould 
like to share with you how the Illinois Cooperative Extension Service 
looks at this. We are sutmitting, as part of our testimony for the 
record, a 1984 publication from the Illinois Cooperative Extension 
Service entitled "Integrated Crop Management (KH)". We would 
encxxurage menters of the Subocnmittee not only to read this and 
consult with the experts in the state of Illinois, but to also consult 
with experts in other states, especially those %^io have respcnsibili^ 
for the management of fruit and vegetable crops. We believe it is 
iji|»rtant we understand from those at the "grass roots" on the nature 
of the ICM and IPM issues and research needs. 

NACA's initial reaction to Title III is this: We question the 
need to pass legislation on IPM without first hearing from the various 
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State Ooqperate Bctension Services and representatives of produoers 
that such Federal legislation is necessary. On the other hand, %iie are 
not opposed to research pro gr a ms vAiich advance IFM techniques and 
refine the way in \Adx±i our industry's products are used. So the 
issue is, how such research should be structured. It's not a case 
that nothing should be done, it's a question of how we should go about 
doing it. Certainly, if the answer is that it should be a Federally 
directed program, then it should be coordinated as stipulated in Title 
III. Olhere have been too many Federal research programs that have 
been conducted in an uncoordinated manner. However, before proceeding 
further, we l ec u auend the Subccnmittee invite those %A)o we identified 
earlier, to testify on Title III. 

niank you for this opportunity to testify on this inportant 
legislation. We lode forward to working with the Subocmnittee on this 
and other proposals needed to enhance public health protection and 
food production. 
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Hy naae is Stephen 6. Lodge. I am the Assistant 
Director, Legislative Affairs, for the National Food 
Processors Association. With ae Is Mr. Clausen Bly of 
Covington & Burling, counsel to the Association. 

We appreciate the opportunity to appear today. Please 
keep In Bind that the views that will be expressed have not 
yet been thoroughly discussed with the Beabershlp. 
Therefore, I ask that you keep In Bind the fact that we will 
be continuing to refine our position on the bill as we hear 
■ore conments fron our neabershlp. 

Before presenting our testimony, I would like to 
briefly describe the National Food Processors Association 
(NFPA) . NFPA represents soae 600 conpanles across the 
country. Including Bost of the najor food processing flras. 
Host of our neabers are Involved with the processing of 
fruits, vegetables. Beats, fish, and specialty products, and 
other neabers are Involved In the nauiufacture of processing 
and packaging equipment and supplies. NFPA maintains and 
operates three food processing research laboratories where 
over 100 scientific personnel conduct studies on food 
safety, nutrients, and innovative technologies. 
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Research conducted by our laboratories and others have 
shown that Bost pesticide residues that Bay be present in or 
on raw agricultural products are reaoved during food 
processing operations, such as peeling, washing, blanching. 
Billing and other processing operations. Thus, the vast 
Bajority of processed foods actually consuaed contain 
residues far below the levels that Bay be found on raw 
agricultural products. 

We are pleased to support the following provisions of HR 
4937: 

Negligible Risk Standard - ffhen the HAS report on the 
"Delaney Paradox" was issued in May of last year, we 
testified that we supported the basic concept of negligible 
risk and the application of negligible risk criteria to 
tolerances for pesticide residues in both raw and processed 
foods. We stressed, however, that appropriate consideration 
of benefits should also be retained. We reiterate that 
support today and are pleased that H.R. 4937 enbodies a 
negligible risk standard and provides for continued 
consideration of benefits in setting pesticide tolerances. 
We are also pleased that the bill provides EPA with 
sufficient authority to deteraine specific levels associated 
with a negligible risk based on evolving scientific data and 
principles . 
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It is laportant £or agriculture, the £ood Industry and 
the consuming public £or the negligible risk standard to be 
eabodled Into legislation, ffhlle both the EPA and FDA have 
been Infomally using such a standard for a 
nuBber o£ years under various terns, such as dealnlBus, soae 
groups have challenged the use of the concept In the courts. 
In fact, SPA'S response to the HAS report has been delayed 
prlaarlly because the Agency does not have an existing legal 
fraaework within which to iapleaent the recoBsendations 
contained In the report. We have confidence that these 
federal agencies will use this authority in a responsible 
Banner to ensure that the public is not exposed to harmful 
levels of pesticide residues in the food supply. 

Consistent Regulation of Foods - We support the principle 
expressed in the NAS report and embodied in this bill that 
the regulation of pesticide residues should be consistent 
for both fresh and processed foods. HR 4937 would 
accomplish this objective by regulating all foods under 
Section 408 of the FD&C Act. Pesticide residues in 
processed foods would no longer be regulated under the 
Delaney provision of Section 409. Importantly, the bill 
provides that all processed foods for which a tolerance has 
not been established would have the same tolerance as 
established for the raw agricultural commodity, unless EPA 
determined that a higher tolerance was necessary and such a 
higher tolerance was in place. 



Digitized by 



Google 



145 



-4- 

Use of Actual Residue Data In Risk Asses saents - ffhen 
evaluating the relative risks of pesticide chealcals, the 
bill would require the use of actual pesticide use and 
residue data to- the greatest extent possible. This Is an 
extreaely laportant provision. The HAS "Delaney Paradox" 
report Is based on the erroneous assumption that all 
registered pesticides are used at the Baxlmuiii application 
level and that they are present at the Baxlnuiii residue level 
authorized by a tolerance. The use of real world pesticide 
use and residue data In risk assessaents will result In Bore 
accurate and meaningful exposure assessaents. 

While we wholeheartedly support the above aspects of 
the bill, we believe that additional consideration should be 
given to the following Issues: 

Weed for FDA Action Levels - We reconaend that the bill be 
amended to provide clear authority for the FDA to be able to 
Issue action levels for pesticides that are present In the 
environment from past use and which unavoidably result in 
residues in or on raw agricultural commodities and processed 
foods. An example is the need for action levels for DDT 
that is present at detectable levels in or on some foods 
as a result of exposure of the food to the environment. 
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Need for A Statutory Regulreaent that BPA Tolerances and FDA 
Action Levels Are unlfoni Across the Country - We reconaend 
that the bill be amended to provide that all 
Interested parties, especially state public health 
officials, should participate fully In the BPA pesticide 
tolerance setting process, but that when the BPA Issues a 
final tolerance or the FDA Issues a final action level, that 
those rules becoae uniform across the country and aay not be 
altered by state, county, or local governments. If a state, 
county or local government has Information that the 
established tolerances or action levels are not protective 
of public health, then they should offer that Information to 
the BPA or FDA officials for their review and consideration. 
The decision to revise the tolerance or action level should 
rest only with Federal officials. The food industry needs a 
national system of uniform pesticide tolerances and action 
levels to effectively and efficiently market its products. 

Evaluation of Pesticide Effectiveness and Cost - Where EPA 
is required to evaluate the risks of an alternative 
pesticide having risks greater than an existing pesticide, 
. the Agency should also be required to assess the 
effectiveness and cost of the alternative as well as the 
actual usage and residue data. 
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Reglstratlon and Rereglstratlon of Pesticides - We recouend 
that aspects o£ the bill concerning the registration and 
rereglstratlon of pesticides be considered in the overall 
context of the reauthorization of FIFRA. The aaendaents to 
the FD&C Act proposed in HR 4937 are iaportant and deserve 
consideration on their own aerits. 

Integrated Pest Manageaent - The proposed IPM initiative is 
laudable and can be supported by the agricultural conaunity. 
In fact, many NFPA aenbers are t#orking with their growers to 
iaplenent cost effective IPM prograas that result in reduced 
pesticide usage. 

Int e mat ion a 1 Mar ke tpl ac e - The National Food Processors 
Association has a long standing policy of working to ensure 
equal treatment for doaestic food processors operating in 
the interaatioaal aarketplace. The issue of pesticide 
regulation is one where there is potential for conflict 
between donestic and foreign laws. We support the need for 
vigorous enforcement of pesticide laws on both donestic and 
foreign producers. If US based flms are forced to conply 
with stricter standards than are their international 
coapetltors, they will be placed at a serious econoaic 
disadvantage. We ask that you keep this potential problea 
in mind as you work on this and other legislation in the 
pesticide area. 
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SuMiary and Conclusions - We couend the work of Congressaan 
Roberts and this subcouilttee to develop a aeanlngful bill 
to address the pesticide tolerance Issues presented In the 
NAS report. We support the provisions of the bill which: 

* enbody application of the negligible risk 
standard with consideration of benefits In setting 
pesticide tolerances; 

* provide for consistent regulation of foods under 
section 408 of the Act; and 

* provide for the use of actual residue data to the 
greatest extent possible In the evaluation of the 
relative risks of pesticides. 

However, we believe that the bill could be laproved by 
providing: 

* clear authority for FDA to Issue action 

levels for levels of pesticide residues that are 
unavoidably present due to their presence In the 
envlronaent; 

« a statutory requirement for EPA Tolerances and FDA 
action levels to be unlfom across the country; 
and 

* that pesticide registration and rereglstratlon 
issues be oaltted In favor of consideration In the 

,, overall context of FIFRA reauthorization. 

As we stated at the outset of our stateaent, we will be 
working with our Benbers over the coBlng weeks to further 
develop and refine our views and positions on the bill. We 
will keep you Infomed If any of our policies or positions 
change as a result of our continuing discussions with our 
nenbers . 

We appreciate this opportunity to present our couents 
and vfould be pleased to respond to any questions. 
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on H.R. 4937, THE PESTICIDE FOOD SAFETY ACT OF 1988 

BEFORE THE 

SUBCOMMITTEE ON DEPARTMENT OPKATIONS RESEARCH AND FOREIGN AGRICULTURE 

COKWITTEE ON AGRICULTURE 

U.S. HOUSE OF REIRESENTATIVES 

SEPTB1BER 7, 1988 

Mr. Chairman and Members of the Subcommittee, the National Audubon Society 
appreciates this opportunity to testify on H.R. 4937, the Pesticide Food 
Safety Act of 1988. Your attention to the safety of our food supplies is 
extremely welcome, and we would like to work on this issue with your committee 
and the Biergy and Commerce Committee, to which H.R. 4937 has also been 
referred. 

Your attention to the food safety issue is very timely. National polls taken 
in December 1987 and January 1988 by Roper Associates found that 86 percent of 
the American public viewed pesticide residues as a "very serious" or 
"somewhat serious" problem. The Food Marketing Institute survey indicated that 
75 percent of American consumers view pesticide residues as a "serious health 
hazard." The fact that more consumers are going out of their way to find and 
purchase organically grown or pesticide-free foods is another trend that 
indicates increased public concern about the quality of our food. In addition, 
some states such as California are seeking to protect their citizens more 
proactively because of growing mistrust in the Federal government's ability to 
do so. Accordingly, efforts to bring together aspects of the National Academy 
of Sciences report criticizing EPA*s tolerance-setting process with new 
initiatives for integrated pest management (IM) are appropriate. 

One of the most important findings of the NAS report is the inconsistency of 
current law respecting raw and processed food, and old and new chemicals. The 
report concluded that if just these inconsistencies could be replaced by a 
meaningful negligible risk standard for pesticides posing cancer risks, the 
high percent of carcinogens now in our food supply could be dramatically 
reduced. But it is unclear to us how H.R. 4937 would iomiediately or even 
very soon reduce the carcinogens now in our food supply when it would delete 
the Delaney Qause and provide registrants with twelve years to put together a 
complete dataset for each untested chemical , require rapid review by EPA once 
application is submitted, allow indefinite time for data gaps to be filled, 
and fail to provide a fee structure to pay for quick review. 
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Our conments on individual sections follow: 

TITLE I — PESTICIDE REGISTRATION 

Sec. 102. RHIEGISTRATION OF PESTICIDES 

H.R. 4937 would mandate EPA to review data "as expeditiously as possible," 
but no longer than one year after date of submission of "a complete 
applicaticm for reregistration." hfo provision for fees to recover the cost 
of this fast track reregistraton is provided, thus, implementation of such a 
rapid reregistration scheme would amount to automatic reregistration. 

In contrast, registrants are provided with 12-year registrations before 
reregistration requirements are imposed. In 12 years, a great deal could 
happen to alter regulatory needs, indicate actual fate in the environment, or 
reflect scientific advances. Inexplicably, conditional registrations are 
granted registration rights, labeled "functional equivalent of 
registration." The purpose of conditional registration in 1978 was to allow 
registrants time to generate the required data without penalty of being on 
the wrong end of the time sequence, i.e., before 1978 when less stringent 
requirements were in force. It is not clear why conditional registrations 
should have "functional equivalent registration" rights of 12 year duration. 
If anything, the process of approving conditional registrations should be 
reevaluated. 

While imposing a stringent one-year action frame for EPA evaluation, H.R. 
4937 would require EPA to allow registrants "sufficient time" to obtain 
"any requested additional information." "Sufficient time" is not defined, 
with the clear implication that the registrants keep products on the market 
for whatever "time it takes to comply with requests for data." The 1978 
FIFRA amendments gave EPA authority to suspend a registration if additional 
data has not been submitted "within the time required by the Administrator," 
and appropriate steps to "secure data" have not been undertaken. K.R. 4937 
seems to make reregistration immune to alteration once on the market. 

In addition, it seems H.R. 4937 would give registrants who failed to comply 
with data requirements Section 6 cancelation rights with full privileges such 
as 360-day adjudicatory hearings rather than 75 days as under current law. 
Because hearings are already too long and too complicated, there is a need to 
simplify proceedings, not unduly protract them. 

We also question the need for an additional definition of "unreasonable 
adverse effect" to cover the consumer impact [(h) Food Use Rssticides]. The 
current definition of unreasonable adverse effects takes into account "the 
economic, social, and environmental costs and benefits of the use of any 
pesticide." Consumer impact is implicit in all three: economic, social and 
environmental. 
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Section 103 CANCELATION 

ing „ ^ - _ 

cancelea pesticides for conditional registrations under Sec. 6(e)(2) and 
under Sec. 19(c) for disposal of pesticides, such a provision does not belong 
in a food safety bill. Ihe issue of existing stocks is a contentious one, 
the use of which has resulted in contamination of food by canceled pesticides 
such as aldrin/dieldrin and chlordane/heptachlor. In the case of 
aldrin/dieldrin, EPA allowed existing stocks to be used up because the agency 
thought it would take more tine to figure out distribution channels than 
allow approxinately 5 percent of the total 1974 stocks to be used up in 
1975. A similar argument was applied i^en EPA allowed existing stocks of the 
suspended product chlordane/heptachlor, to be used up over several years 
instead of having continued production and use while adjudicatory hearings 
proceeded. 

Use of existing stocks of heptachlor resulted in contamination of milk 
supplies from cows fed heptachlor-tainted feed. Milk in Arkansas, Missouri, 
Kansas and Oklahoma had to be seized. As for Dieldrin, some f aimers hoarded 
stocks to use after the suspension. Mysterious residues long after the 
suspension in 1975 have confounded monitoring in many places. These examples 
serve to illustrate some of the hazards involved in using existing stocks of 
canceled and suspended pesticides. If a pesticide is dangerous enough to 
constitute an inmiinent health threat, it is too dangerous to be allowed to 
make its way through the channels of trade. Such stocks should be recalled 
and disposed of as hazardous waste. 

TITLE II Pesticide Residues 

Section 204. TOLERANCES FOR PESTICIDE OIBaCALS 

The National Audubon Society believes that no detect ible level of 
carcinogenic pesticide residues is toxicologically insignificant to humans. 
We believe that the presence of carcinogens in our food and water should not 
be accepted as inevitable or necessary. The fact that carcinogens are in our 
food and water supplies does not mean they should be legally sanctioned as 
'^negligible" or ''acceptable.'* We support negigible risk under carefully 
prescribed circumstances, with specific limits and criteria, and only if 
"negligible risk" actually reduces the load of carcinogens in food and water, 
and eventually helps to bring the total aggregate of carcinogenic pesticides 
down to a negligible risk. 

IMfortunately, the provision for negligible risk provided in H.R. 4739 is 
vague, ambiguous and open-ended. What is "associated" with a negigible 
risk? An opinion certifying "usefulness" is overly broad for a "benefits" 
case. Even on the risk side, "prudent" and "associated with a negigible 
risk" are not defined. Would the actual presence of residues "justify" 
establishment of a level above zero. How is "actual usage of the pesticide 
chemicals" to be collected and verified? Are reports to be compiled by a 
governmental entity? Are there to be spot checks? Is there provision for 
monitoring? Biforcement mechanisms are needed to ensure that risk levels are 
not exceeded. 
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Finally, to establish a protective and defensible negligible risk standard, 
dietary exposure to a pesticide chemical or pesticide chemical residue must 
include other luiown sources of dietary exposure such as drinking water and 
consideration for health risks of identifiable population groups that may 
suffer higher than average risk such as the old and/or chronically ill. 

TITLE III — INTEGRATED PEST MANAGBDENT 

Audubon is pleased that H.R. 4937 has devoted a title to integrated pest 
nianagem^nt . IB1 and low input technologies can surely help to reduce the 
quantities of pesticides used on crops, and therefore, lower residues on 
food. There is an institutional incentive to increase the quantities of 
pesticides applied, on each acre, each year, simply to increase yields. 
Today's high input costs, low market prices, and pesticide conta^tiinatlon of 
food and water supplies demand that we act to reduce inputs and the 
incentives to apply tnore and more agricultural chemicals. Increased chemical 
use increases supplies which translate to reduced profits for farmers, and it. 
also increases the likelihood of water and food contamination. There is no 
doubt that ItM, biological controls, cultural and mechanical techniques can 
increase the diversity of technologies (not just chemicals) needed for crop 
product ioTi on all crops, and help a<fdress the problems of increased chemical 
use. 

We are encouraged with the provision for extending coverage under the Federal 
Crop Insurance Program to cover pest losses suffered by farmers employing 
recommended IIM techniques. This is the type of encouragment that is needed 
to bring about more IIM advisers and more subscribers to IIM programs. 

At the same time, we would like to know why the new IFM initiative is limited 
to minor crops . What is the criteria for 'Wnor" and '^]or" crops? Apples 
and citrus constitute a large proportion of the average daily diet as well 
as acres in production, and they are considered major crops. Authorisation 
and appropriation of $25 million per year for 6 years could do a great deal 
for IIW on major and cninor crops, as well as low-input technologies. In one 
example, biocontrols which should be included in ItW programs, have produced 
greater savings for citrus. The introduction of a parasite of the snow scale 
in Florida citrus was so effective it saved about $8 to $10 million annually 
(in 1975 dollars) in the cost of insecticides not needed after use of the 
parasite. Such savings are vital for all farmers. We agree that minor crops 
have been neglected, but why reserve IIM funds for only minor crops? 

In regard to finding number (4) Integrated pest management (IFM) systems, we 
would suggest the following underlined sections in Section 1440 and strike (): 

"* * * including those that will incorporate new and traditional plant 
diseases, wse^^ nematode and insect control techniques drawing on genetic 
e Ag i nee ring , hi o technol ogy , biocontrol, use of improved and more efficient 
varieties, and cultural practices offer great proarTse for [managing) better 
managenent of fert 11 izer^ water and pesticides. Such techniques can reduce 
pesticide residues and contriMte Xing) to a diversity of t pesticide J tools 
for crop production (minor use groups)/' 
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These additions are intended to be more inclusive of other pests and other 
strategies, not just chemicals. IM has been used to justify keeping 
caracinogenic pesticides on the market with no reduction in exposure. If such 
pesticides are to be used in an IIM program, there should be a plan developed 
i^ereby use is prescribed by trained and responsible experts, and monitoring 
integrated into the plan to assure the public that residues do not exceed 
specified levels. 

CONCLUSION 

Mr. Chairman and members of the subcommittee, the risk from the substantial 
number of pesticides posing a carcinogenic threat in our food and water 
supplies is unacceptable. A breakthrough is urgently needed. There is a 
clear and compelling need for procedures to reduce progressively this risk. 
While H.R. 4937 has parts of such procedures, it does not create a system to 
accomplish a progressive reduction of carcinogenic pesticide residues in food, 
to remedy the delay in filling the data gaps which exist for over half of the* 
pesticides now in our food, or to provide sorely needed agency resources. 

H.R. 4937 has addressed new issues such as a coordinating committee to examine 
minor uses of pesticides and IIM, and atteiq>ted to incorporate conclusions of 
the National Academy of Sciences Report on Regulating Pesticides in Food . It 
does not appear to us, however, that H.R. 4937 addresses the basic problems 
Audubon members have with the quality of our food and water. Audubon members 
continue to have a profound lack of confidence in the government to resulate 
effectively. They mistrust the companies who produce pesticides that have 
come to contaminate food and water. We need evidence that legislation will 
improve the regulatory picture, not undermine or cloud it. Without 
resolution, public confidence continues to erode, as does the patience of the 
voting public. 

Thank you. 
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I. CORRBNT IAN DOSS NOT PROVIDE AOBQUATB PUBLIC HEALTH 
PROTECTION FRCXf PESTICIDES IN FOOD 1 

II. H.R. 4937 DOES NOT ENSURE ENHANCED PROTECTION OF OUR FOOD 
SUPPLY 4 

A. THE REREGISTRATION PROVISIONS DO NOT INCLUDE DEADLINES 
NEEDED TO ENSURE THAT ALL PESTICIDES ARE REEVALUATED IN THE 
NEXT NINE YEARS 4 

B. H.R. 4937 WOULD NOT ESTABLISH A STRICTLY HEALTH-BASED 
STANDARD FOR REGULATING PESTICIDES IN FOODS 8 

C. H.R. 4937 SETS A "NEGLIGIBLE RISK" STANDARD FOR HOW HUCH 
PESTICIDE RESIDUE MAY REMAIN IN OUR FOODS 11 

D. H.R. 4937 ALLOWS TOLERANCES TO BE SET AT DANGEROUSLY 
HIGH LEVELS 13 

E. NRDC BELIEVES OTHER PROVISIONS MUST BE INCORPORATED IN 
H.R. 4937 TO ACHIEVE A SAFE FOOD SUPPLY 14 

1. Tolarancas should b« sat at safs Isvsls. Tolsrancss 
must bs safs for ssnsltlvs population subgroups with 
spscial dists, including childrsn 14 

2. Exposure nust be calculated at the tolerance level. 
16 



Digitized by 



Google 



156 

3. EPA*s •xposurs assessBsnts mamt calculate axposures 
to pesticidas in all coBmoditles and in drinking 
%rater 18 

4. Daadlinas for EPA*s obligations under the statute 
should be set by Congress 19 

5. H.R. 4937 should require EPA to set tolerances for 
"inert" ingredients or netabolites of pesticides. . 20 

6. H.R. 4937 should grant EPA needed "iaminent hazard" 
authority to modify or revoke tolerances 21 

7. H.R. 4937 should require practical methods of 
detecting pesticide residues before a tolerance is 
granted 22 

III. EPA AND FDA ARE NOT IMPLEMENTING THE DELANEY CLAUSE TO 
PROTECT THE PUBLIC FROM CARCINOGENIC PESTICIDES IN 

FOODS 23 

IV. THE DELANEY CLAUSE IS VITAL TO THE PROTECTION OF OUR 
FOOD SUPPLY FROM CARCINOGENIC COLOR ADDITIVES, FOOD 
ADDITIVES AND ANIMAL DRUGS 27 
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Thank you for thm opportunity to tostify boforo this 
Subcomittoo on H.R. 4937, tha Postioido Food Safoty Act of 1988. 
I as Janat Hathaway, Sanior Project Attomay with tha Natural 
Rasourcaa Dafansa Council (MRDC) . NROC is a nonprofit, public 
intarast organisation dadicatad to protacting public haalth and 
tha anvironsant through sciantific rasaarch and lagal advocacy. 

Z. CUBBMT LIM DOM WOT MQiriBg ADBOD^M SPBUC SMkMM 

'"^^"■BffTTftl Um FBIfTTi^iPM HI joop. 

NROC has ralaasad a naw book antitlad Pasticida Alart^ 
prasantad tastisony bafora this and other Congressional 
cosaittees, and issued reports docuaenting serious fla%is in our 
regulations and laws concerning pesticides. We have identified 
many inadequacies in the govemaent program to protect food froa 
pesticide residues. As you know, NRDC has been working closely 
with the Agriculture Comittee in the effort to reform the 
regulation of pesticides under the Federal Insecticide, Fungicide 
and Rodenticide Act (FIFRA) . We have also sought iaprovssants to 
the Federal Food, Drug and Cosaatic Act (FDCA) , the law that 
governs pesticide residues in food. Aaong the aany serious 
deficiencies of oxir federal prograa to protect the public froa 
pesticides in food are the following: 



Council, Pesticide Alert; A Guide to Pa«tieida« in Fruits and 
YWttabltlr 1988. 



Digitized by 



Google 



158 



***BPA has ineoapl«t« or inadaquat* toxicological and 
residua chaaistry data for aany of tha naarly 300 pastlclde 
active ingradianta uaad in or on food. Tha legal limits for 
residues of pesticides reaaining in food (or "tolerances") were 
established for aany pesticides before the Agency had inforaation 
on the long-term effecta of dietary exposure. When EPA receives 
new data on carcinogenicity, the potential to cause birth 
defects, effects on reproduction, or other deleterious 
consequences, EPA does not rapidly reassess and' revise tolerances 
to reflect the best available safety data. 

***lngredients which do not kill, repel or control pests, 
Bisleadingly termed "inert" ingredients, are not adequately 
regulated, although many may cause equally serious adverse 
effects as "active" ingredients. 

***BPA lacks authority to act immediately to modify or 
revoke tolerances even when new information indicates an extreme 
risk to public health. 

***BPA grants tolerances for pesticides even in the absence 
of a practical analytic method for measuring the residues in 
foods. The agencies which enforce tolerances, the Food and Drug 
Administration (FDA) and tha U.S. Department of Agriculture 
(USDA) , are forced by their limited equipment and resources to 
rely almost exclusively on tnulti-nsidue analytical methods. The 
agencies are unable to detect nearly half of the pesticides for 
which EPA has sat tolerances using multi-residue methods. 
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***BPA has int«rpr«t«d th« FDCA to eondons th« prmmmnam of 
carclnogonic posticites in raw food and in cartain procassad 
foods. EPA has arguad that a risk-banafit analysis is 
appropriata for datamining whan caroinoganic pasticidas can ba 
usad on raw foods. 

***EPA invokas tha Dalanay clausa infraquantly, and navar 
with raspact to pasticidas which hava baan on tha aarkat for aany 
yaars. Old pasticidas posa soaa of tha graatast diatary hazards, 
but EPA allows tha continuad, wida-spraad usa of caroinoganic 
pasticidas in food. 

Each of thasa problaas naad to ba addrassad by lagislation 
to iaprova public haalth protaction froa pasticidas in food. 
Unfortunately , H.R. 4937 doas not contain sufficiant safeguards 
to ensura that the aany ispediaents to a safe and rational 
paaticide program are addraaaad and that food aafaty ia enhanced. 

After cloae examination of H.R. 4937, NRDC haa concluded 
that wa cannot endorse the bill. H.R. 4937 granta tha 
£nvironii*ntal Protection Agency (EPA) and the Food and Drug 
Ailministration (FDA) broad discretion which could be used to 
better protect our food supply tram carcinogenic and otharwiae 
hazardoua peaticidaa. However, neither FDA nor EPA have wiaaly 
uaed the broad diacretionary authority they currently enjoy to 
adequately protect the public from peaticidaa in food. Often 
aabiguitiea in statutory language have been exploited to condone 
current practices, even when those practicea poae a clear hazard 
to the public health. The hiatoriaa of both EPA and FDA provide 
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US with aapl* evidsnc* that food safety la oftan coaproaiaad evan 
vhan atatutory aandataa ara daar and unaquivocal. Both 
aganoiaa* naglact of tha axplioit prohibitiona in tha Dalanay 
clauaa danonatrataa an unwillingnaaa to tightan or aliainata 
cartain uaaa of paaticldaa avan whan thay ara both hasardoua and 
claarly illagal. 

zz. H.a. 4aa7 poaa mot mwif — ^Mnro raoTBCKOii oy ora >ood 

A, THI SlBBaZSTSJkTZOM PIIOVZ8ZOM8 DO MOT ZMCLUDI DllkPLZMBS 
MIIDID TO nSUSB THlkT ALL VB8TZCZDI8 ARI SIBVJkLmTIO ZV THI MIZT 



NRDC strongly supports accalaratad raraglstratlon of 
paaticldaa which wara llcanaad for usa without co^plata data on 
haalth and anvlronmantal af facta. In tha 99th Congraaa, NRDC was 
ona of tha principal groupa Involvad In nagotlatlona with tha 
National Agricultural Chanlcala Aaaoclatlon (NACA) which laad to 
a datallad raraglstratlon schadula, now Incorporatad In H.R. 2463 
and S. 1516. Ha contlnua to strongly support tha raraglatratlon 
provlalons of H.R. 2463 which wara racantly adoptad by thla 
subconmlttaa and which ara axpactad to ba brought bafora tha full 
Commlttaa aoon.^ 



Tha DORFA Subconmlttaa raportad FIFRA anandaanta, 
Including tha raraglatratlon provlalona supportad by NRDC, on 
July 13, 1988. , 
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NRDC do«s not •ndorstt th« r«r«9istration ■•ction of H.R. 
4937. Ho boliovo that tho provision is insufficient to onsuro a 
rapid and ordorly rorogistration of all posticidas which still 
lack complete data. 

NRDC boliavas that rorogistration should occur aoro quickly 
than is anticipatod by tho draftors of H.R. 4937. It should tako 
rogistrants no mora than four to five yoars to gonorate ovan tho 
Bost complex data, and Most tests can be completed and analyzed 
in less than two years. H.R. 2463 requires EPA to complete the 
rorogistration of all pesticides within the next nine years. 
Such a schedule can be achieved and should not be extended. 

H.R. 4937 requires ^registrants to submit a "complete 
application for reregistration" within eleven years. The bill 
does not identify the coaponents of a coaplete application. H.R. 
4937 also enables EPA to require additional data for pesticides 
and requires EPA to "permit sufficient time for applicants to 
obtain any requested additional information." The bill sets no 
interim timetables for registrants to submit sasily obtained data 
or for EPA to evaluate the data and determine whether the 
pesticide should be permitted to continue in use. The bill does 
not explicitly state whether failure to comply with the data 
submission deadlines results in automatic rejection of the 
rorogistration application or revocation of existing food 
tolerances. In the absence of an explicit provision, it appears 
that registrants may not respect deadlines, and deadlines may be 
difficult to enforce. 
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In addition, th« rvr^gistration sohadul* of H.R. 4937 aay b« 
probl«aatic to adBinist«r. H.R. 4937 is alaost guarant««d to 
r«sult in hug« quantities of data submissions at ths vsry snd of 
ths 11-ysar pariod, aaking it axtraaaly unlikaly that EPA will ba 
abla to raviaw and avaluata all data within an additional yaar, 
as raquirad by tha bill. Tha consaquanca of BPA^s failura to haw 
to tha tiaatabla is unclsar, and aay laad soaa ragistrants to 
argue that thair pasticida should ba prasuaad reragistarad, avan 
in tha absanca of ah Agency determination. Confusion and 
litigation is sura to result. A preferable approach would 
require soma short-term test results to be submitted soon and 
would spread data submission deadlines over the next two to six 
years. This alternative would avoid suddenly swamping tha Agency 
with mora data than it can possibly carefully examine. 

Rftregijitration and reassessment of old pesticide tolerances 
are both desperately needed. Currently, petitioners must submit 
adequate data to support new tolerances. But EPA*s process for 
obtaining data for already-ragistered pesticides is far lass 
systematic. Although EPA has initiated chronic toxicity data 
call-ins for most food use pesticides', most of these pesticides 
are missing some crucial data, particularly in the area of 
residue chemistry. These data gaps have resulted in regulatory 
paralysis. 



T«»tinony of Dr. John A. Moore, Assistant Administrator 
for Pesticides and Toxic Substances, EPA, Recniletion of P^aticida 
Heariraq. houb« Energy and Commerce Committee, June 8, 1987, p. 
I7fl, Alao Baa 49 Federal Reaiatar 49544, December 20, 1984. 
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To illustrat* this p«rsist«nt probloi, th« Condtttts should 
considsr th« cass of th« BBDCs, ths «ost vid«ly-us«d group of 
funglcidss rsgistsrad in ths Unitttd Statss. Both EPA*8 dscision 
doouasnts and tha racant MAS Dalanay raport indicata high cancar 
risks for this class of fungioidas/ Tha BBDC fungioidas wara 
ragistarad in 1966 and 1967, and a spacial raviaw of tha cancar 
risks of tha coapounds bagan in 1977. In 1982 ragulatory action 
was dafarrad in part bacausa of inco^plata inforaation on 
axposura to tha carcinoganic braakdown product, BTU. NRDC suad 
tha agancy, and wa raachad a sattlanant with EPA in 1984 whan tha 
Agancy- agraad to daaand naw data and to raassass tha chaaical 
bafora Dacaabar 31, 1986. Ragistrants of thasa fungicidas failad 
to coaply with EPA*s daadlinas for submitting data. EPA now 
axpacts not to racaiva coaplata data until aid-1989.' 

Tha casa of tha EBDCs is not uniqua. GAO raports that only 
approxiaataly 50% of ragistrants subait EPA-raquastad data on old 
chanicala on tiaa.* EPA Aaaistant Adainiatrator John A. Moora 
taatifiad bafora tha Enargy and Coaaarca Coaaittaa that undar 



EPA's decision docunanta indicate a lifatiae dietary 
cancar riak of up to 4.9 x 10'* (1 cancar in 2,000 paraons 
expoaad) . NAS aatiaatea for each of four EBOCa waa siailar. 
HAS, lUBClf P« 68. 

' Testiaony of Dr. John A. Moore, supra , pp. 151-153. 

' "Data flupplled tjy EPA froa tha {data call- in J tracking 
ayataa indicata that about 47 parcent af rag is t rant rasponsas ta 
activa ingredient data ragui repent s ( i . a . r ch tonic toxicity data 
on tha activa ii>gr«di«nt) vara ovardua." Ganaral Accounting 
Otti<^m, Fcitigi4ca; — EPA'h Foraidahla Task to Aaaei is and Regulate 
Their Riaka . CA0/HCED-&«-12S < April 19Sfi, p. 40, 
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currant authorititts, BPA's revocation of a tolaranca dua to a 
ragiatrant*^ failura to auteit data proaptly ia labor-intanaiva 
and tiaa-oonsaalng. Ha auggaatad that ravocatlon, whan 
ohallangad by ragiatranta, aay taka yaara.' Dr. NOora axpraaaad 
tha naad for a proviaion in tha lav autoaatically ravoking 
tolarancaa whara data-aubaiaaion daadlinaa ara aiaaad.' NRDC 
baliavaa that food aafaty lagialation ahould contain proviaiona 
autoaatically ravoking tolarancaa if raquirad data ara not 
aubaittad in accordanca with atatutorily-dafinad daadlinaa. 

B. B.B. 4937 lOULD MOT ISTBBLZn A STRZCTLT nBLra-BlBBD 
STiaOABO FOB BBOULBTZBO VB8TZCXDB8 ZM ALL FOODS. 

A cantral faatura of thia bill ia tha eatabliahaant of a naw 
atandard for tha regulation of paatioidea in food. H.R. 4937 
would raguira EPA to uaa ona atandard for regulating paaticidaa 
in both raw fooda and procaaaad fooda. Unfortunately, NRDC doea 
not believe the new atandard will iaprove public health 
protection from carcinogenic and otherwiae dangeroua peaticide 
reaiduea. 

The new atandard would govern peaticide tolerancea only for 
aubatancea "not general recognized, among experta qualified by 
acientif ic training and experience to evaluate the aafaty of 



' Teatiaony of John A. NOore, June 8, 1987, auora . p. 172. 
' Teatiaony of John A. Moore, June 8, 1987, aupra . p. 178. 
8 
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p«stieid« ch«Bicals, as safe for usa."* This provision 
effactivaly craatas a naw 6RAS ("ganarally racognizad as safa") 
exception to section 408. NRDC opposes any such new exception. 
Historically, Agency assumptions about irtiich substances were 
biologically benign have frequently proven erroneous. Because 
data gaps reaain for sany pesticides registered before 1972, a 
new 6KAS exception could be abused by EPA as a loophole to retain 
uses of pesticides lacking data to clearly prove their safety or 
dangers. The absence of good data showing hazard should not be 
equated with reliable data proving safety. NRDC believes that 
tolerance levels should be set for all pesticide residues, unless 
the residues have been thoroughly tested and have been found to 
cause no adverse biological effects in any organism or to present 
no risk to human health, including to identifiable population 
groups with greater sensitivity or greater exposure, at all 
levels of exposure. If the substances are truly safe, EPA should 
have no difficulty establishing a protective tolerance level, 
based on adequately toxicology and residue chemistry data. An 
additional exception for 6RAS is unnecessary, and because 6RAS is 
left undefined, it is subject to abuse. 

When tolerances are required, the standard for EPA 
tolerance-setting under H.R. 4937 is governed by the phrase "to 
the extent necessary to protect the public health." This phrase 
is currently part of the section 408 standard and has been 



H.R. 4937, section 204(e), amending FDCA I 408(b)(1). 
9 
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Interpretttd in vastly divergent ways. FDA interprets the section 
408 general safety clause as permitting the use of carcinogens, 
so long as the risk froa each individual chenical is not greater 
than 1 X 10'*, or one cancer in a Billion persons exposed over a 
lifetiae.^^ EPA reads the section 408 obligation to set 
pesticide tolerances "to the extent necessary to protect the 
public health" as granting the Agency broad discretion. EPA 
argues that section 408 is a risk-benefit standard, coaparable to 
the standard for eliainating uses of pesticides under the Federal 
Insecticide, Fungicide and Rodenticide Act (FIFRA) J^ The Agency 
believes that even levels of carcinogenic pesticides causing more 
than one cancer from lifetime exposure of one million people can 
be lawful, so long as EPA identifies benefits which EPA 
determines "outweigh" the risks. Others, including public 
interest organizations, interpret section 408 to require EPA to 
limit pesticide residues to safe levels, and to prohibit the food 
uses of pesticides — such as carcinogens — ^which pose risks at all 
detectible levels. ^^ To amend the FDGA while continuing the use 
of the controversial phrase "to the extent necessary to protect 



'" NAS, 1UB£A# P< 94. 

^^ Testimony of Dr. John A. Moore, Assistant Administrator 
for Pesticides and Toxic Substance, EPA, Regulation of Pesticides 
Hearing . House Energy and Commerce Committee, June 8, 1987, p. 
170. 

^^ One court is now being asked to decide whether section 
408 mandates that EPA prohibit all residues of the carcinogenic 
pesticide daminozide (Alar). See Nader v. EPA . No. 87-7103, (9th 
Cir., filed June 18, 1987). 
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th« public haalth" vill only eontinu* th« confusion about how 
this lav should ba iaplaaentad. 

C. B.B. 4937 Sm A ■•MIOLZOZBLI RISK" SnaOABO FOR BOW 
KDCB VB8TZCZDB BB8ZODB MBT BBMBZB ZB OUB FOODS. 

H.R. 4937 craatas a "nagligibla risk" standard for onooganic 
pasticidasJ' NRDC considers this "nagligibla risk" standard for 
carcinoganic pasticidas objactionabla for thraa raasons. 

First, tha nagligibla risk standard is qualifiad by 
requiring EPA to "give appropriate consideration to the risks and 
benefits" of setting the tolerance. This effort to iaport a 
risk-benefit standard into tha Food, Drug and Cosaatic Act vill 
be vigorously opposed by NRDC. NRDC believes that the risk- 
benefit standard will ba interpreted by the EPA as a grant of 
authority to set pesticide residue tolerances at levels which 
pose hasards. To enable EPA to set tolerances at levels posing 
hazards whenever they cite soae benefits of the pesticide is a 
perversion of the purpose of the FDCA. The FDCA was created to 
ensure that hazardous substances would be incorporated into our 
food supply only if they were both unavoidable and truly safe. 
Benefits to the pesticide industry, or to the food industry, 
cannot cancel out real dangers for consumers. 

EPA currently interprets FDCA section 408 as enabling the 
Agency to balance the risks of pesticide with the benefits of the 
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chMiicalJ^ NRDC b«li«vtts such an interpretation is unsupported 
by the statute, legislative history, or legal precedents. The 
history of EPA*s iapleaentation of the FIFRA statute demonstrates 
that benefits considerations can becoae an enorsous loophole to 
the strict regulation of widely-used but extremely dangerous 
pesticides. EPA has repeatedly cited benefits to growers to 
attempt to justify the use of pesticides posing very significant 
risks to workers and the public. The benefits and riske of 
pesticide use are often difficult to quantify. Benefits 
estiaates are often inflated by Agency acceptance of 
unsubstantiated claims that yields would plummet if alternative 
chemical or cultural practices were employed. 

Second, H.R. 4937 's "negligible risk" standard for 
carcinogenic pesticide residues is insuffici'ent to constrain EPA 
from asserting that high cancer risks, such as risks exceeding 
one in a million, are "negligible." NRDC is concerned that the 
vagueness of the mandate to EPA to set tolerances %^ich present 
no more than a negligible risk could lead courts reviewing EPA 
standards to defer to virtually any Agency claim concerning 
acceptability of risks. Instead of requiring more protective 
standard-setting, this provision could insulate EPA tolerances 
which result in high risks to some portions of the population. 
NRDC believes that EPA should never be allowed to consider as 



Testimony of John A. Moore, June 8, 1987, supra . p. 170. 
12 
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"n«9li9ibl«" any risk of canc«r or oth«r ■•rious dis«astt which 
•xceods a rata of ona in a population of ona million. 

Third, tha bill doaa not idantify what laval of axpoaura to 
non-oncogana ia to ba daanad aafa. Moat npn^oncogfinic af facta 
ara baliavad to occur only abova a cartain croncantration, which 
ia called tha "thraahold." Tha Agancy practica for naw 
paaticidaa ia to aatabliah a "no advarsa af facta laval" (NOEL) 
for each non-oncogan and to anaura raaiduaa do not axcaad tha 
NOEL. NRDC baliavaa theaa aubatancaa cauaing birth dafacta, 
neurological damage or other health problama ahould never be 
allowed in our dieta in concentration approaching the NOEL. 
Normally, a large margin of safety ahould ba provided, to protect 
people who may be far more aensitive to tha effecta of hazardous 
pesticides than laboratory animals. In no case should dietary 
concentrations of pesticides exceed 1% of the no adverse effects 
level (NOEL) identified through laboratory experimenta. 

D. B.B. 4937 ALL0V8 TOLIlUkMCBS TO Bl SIT AT PMWER008LT 



NRDC believe that tha food supply should bear no peaticida 
residues which ara unaafa. If this bill ware deaigned to rapidly 
phaaa out high rislcs, the bill could justifiably contain a 
provision for a very short transition period during which riaks 
would be lessened, but still remain significant. But the bill 
does not demand or aasure risk reduction and gives broad 
discretion to EPA to permit risky pesticides to remain in our 
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food supply. Thoroforo moc mamt •tronuously opposo tho 
provision which snablos BPA to s«t tolsrsncss posing grsatsr than 
a nsgligibls risk. This "sxcsption" will bscoas a loophols of 
snoxsoos proportions, particularly bscauss ths bill givss EPA 
virtually unliaitsd powar to dsclara risks nsgligibla. 

I. ano BiLzivu ofom wBowiaiam nun bi ZMooBioimD zm 

■•B. 4f37 fO taaWTM A am fOOD tUVPLT. 

moc balisvas a puraly haalth-bassd standard can offset ivsly 
protsct ths public froa dangsrous pssticidss in our food supply 
only if Congrsss insists on sxplicit, Isgislativo sandatss 
constraining EPA*s ability to approve tolsrances for such 
substancss. In no cass would NRDC support a bill which granted 
EPA unliaitsd discrstion in dstemining what constitutes 
"negligible risk." A supportable food safety bill sust establish 
coTiBervatlve, h««lt}i*prDtftctlve principles which the bill 
requires BPA to incorporate into its analysis of dietary exposurs 
and risk. Any weakening of such principles will assuredly result 
in a regulatory scheae riddled with loopholes, and potentially, a 
food supply loaded with carcinogens and other dangerous 
substances. NRDC bslieves that strict prescriptions for oxposure 
and risk assesssent are prerequisites of food safsty legielation 
which in fact will reduce pesticide risks. 



1. TolTSBoes should be set at safe levels. Telera 
■t >• ■•g* f^r ssnsitivs population suboronDs with saeoial 

14 



Digitized by 



Google 



171 



diata- J nolndiBcr ohildran , Tol«ranc«s should !>• Mtablish«d only 
if tho risk froB tho pMtlcido !• nogligiblo to all population 
subgroups. Including psopls with spscial food consuaption 
patterns. Many of our sxisting tolsrancas vsrs bassd on ths 
assumption that avsryona eats the "average" diet. For example , 
EPA set tolerances based on an assumption that no one consumes 
more than 7.5 ounces per year of avocado, artichokes, melon, 
eggplant, or nectarines. In fact, many individuals eat more than 
100 times the amount of apples, oranges and other commodities 
consumed by the statistically "average" consumer. An improved 
food safety law should require EPA to correct these inappropriate 
dietary assumptions. 

H.R. 4937 should also demand an essential measure of 
protection for people who may be especially vulnerable to dietary 
risks, including infants, children, and the elderly. EPA has 
data indicating that infants and children may be the group most 
exposed to many foods and to the pesticide residues they contain. 
For example, EPA*s Tolerance Assessment System indicates that, 
based on 1977 consumption data, the average toddler consumes per 
unit of body weight 16 times more milk products, 11 times more 
fresh bananas, 10 times more peanut butter, and 6 times more 
apples than typical adult women. ^' There is reason to believe 
that infants and children also may be more susceptible to 



Testimony of Lawrie Kott, NRDC, Regulation of 
Pesticides. Hearing Before the Subcommittee on Health and 
Environment, House Energy and Commerce Committee, June 8, 1987, 
pp. 77-78. 
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carcinogans b«caus« of th«ir rapid rata of call diviaion and 
thair incoaplataly davalopad ijnuna ayataaa. Tharafora, thia 
bill aliould raquira EPA to idantify population aubgroupa with 
apacial diata, including infanta and childran, and to aat 
tolarancaa that anaura that thay ara not axpoaad to aignif icant 
diatary riaka froa paaticidaa. 

2. ■»Boanra anat ba aalenlatad at tha fcolayy^ lllTBl ■ 
It ia aaaantial that Congraaa raquira EPA to calculata axpoaura 
to paaticidaa baaad on tha lagally-anforcaabla raaidua liaita: 
tha tolarancaa. Without auch a raquiraaant, EPA ia cartain to 
undar*9tiiiate axpoauraa raceivad by aany conauaara. Tha 
tolaranca laval ahould ba tha laval at which axpoauraa ara 
calculatad for four vajor raaaona. Firat, aa a policy aattar, 
EPA ahould anaura that tha food aupply ia aafa for avaryona who 
aata produca with lagal concantrationa of paaticida raaiduaa. 
Noat of ua hava no way to datamina tha raaidua laval in tha 
appla wa aat for lunch, and wa ahould ba aaaurad that avary lagal 
appla ia in fact a aafa appla. Childran, tha aldarly and othara 
with particular aanaitivitiaa to tha af facta of dangaroua 
paaticidaa ahould ba protactad by tha tolaranca. 

Sacond, FDA* a monitoring program indicataa that two to four 
parcant of doaastic fooda taatad ara found to hava illagal 
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pttsticidtt rMiiduAS.** Most of tho«« fruits and vmqmtablmu 
containing illogal concantrations of pasticidas ara consuBad by 
an unvary public. ^^ Tharafora, axpoaura calculations at 
tolaranca lavala ara aoMatiaaa avan lowar than tha actual diatary 
axpoauraa of individuals who inadvartantly consuaa axcassivaly- 
traatad produca. 

Third, raquiring EPA to calculata axposuras at tha lagal 
liBit providas an incantiva for thosa vho saak a pasticida 
tolaranca to nininiza pasticida rasiduas. If tha tolaranca laval 
posas a significant risk, thosa who wish to continua tha usa of a 
pasticida on food should ba raquirad to aaat a lowar, nora 
protactiva tolaranca. Actual data indicating tha ranga of 
pasticida rasidua lavals rasulting from lagal application should 
ba usad for calculating axpoaura only if EPA has raliabla data on 
actual rasiduas and astablishas a naw tolaranca at tha actual 
rasidua laval. 



^' B«tvean FY 1979 and FY 1985, tha parcant of domastic 
food samp Las containing illegal pasticidc raalduas ranged from 
1.8 percent to 4.2 parcant, G^nvxal Accounting Office, 
Peat ici dear Head to Enhance fda'b A bility to Protect tha Pulbl^c 
Fron Illegal Hasiduaa . October 1906, p, 25. Durinq these a&me 
yaar^j the violation rata for Imported food ranged from a lov of 
4-7 parcant to a high of fl.2 percent » Ceneral Accounting Office, 

taPJflMi Batter Sajnplina and Enforcement Headed an Itt^jorted 

GAO/RCE{>-&6^ai9, September 19S6, p. 23. 

^^ 6A0 found that at least 60 percent (52 of 87) of spot- 
chackad food shipaants determined to violata pasticida rasidua 
limita in FY 1965 were not recovered by FDA. General Accounting 

Office P Peat ic idea s Bfltrar SaHipling and ^n^q;-q:enient Weeded an 

Inpcrted Foode . GAO/RCEO-i6-219> September 198*^ p- 43* 
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Fourth, fam practicMi— including !••• fraquant application, 
lover ratas of application and longar pra-harvast intarvals-- 
can 

of far graatly raducad rasidua lavals. Lovar lagal limits on 
pasticida rasiduaa will ancouraga nora sparing, thoughtful usa of 
pasticidas and will reward growers who aaploy integrated past 
managasant (ZFM) practices. Lower tolerances— If adequately 
ertforc:^»b4n*fit consuBsrs. In addition, sinisizing pesticide 
usa will also lisit dasaga to natural resources such as ground 
water and reduce growers' pesticide expenditures. 

3. Bg^'s emosure assessaents smst oaloula^^^ ^"P^tlirtl \7 

nestiaida^ in ^1 flaMi>^tfei>« mnA in ai.4nfc4«y ^*.mi^^ 

EPA ordinarily assesses and regulates risks in an 
exceptionally fragsentary way. EPA noraally proceeds chemical- 
by-cheaical, considering each aediun of exposure separately. For 
exanple, when setting limits on carcinogens in air, EPA does not 
usually consider exposures to the same substance which may occur 
through water, soil, skin absorption or diet. This bill 
unfortunAt«ly continues the tradition of cheaical-by-cheaical 
analysis. At a ainisus, the bill should require EPA to calculate 
exposure by considering all exposures to a pesticide, both 
through the diet and through likely exposures to consumer and 
household products. Many consumers use the same pesticides that 
are used in agriculture in their homes and gardens, and the 
identical chemicals are incorporated in consumer products such as 

18 
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clttaiuwrs, shaapoos and shovar ourtains. BPA should ba raquirad 
to calculata tlia rasiduaa of tha agricultural chaaical on all 
covBoditlas in irhioh it aay lagally occur togathar with pasticida 
raaiduaa which aay occur in drinking watar. Tha total diatary 
axpoauraa, including tha aacpoaura through drinking watar, should 
ba axaainad by BPA in assassing risk. 

In addition to an approach focusing indapandantly on aa^ 
pasticida, MRDC baliavas tha Coanittaa should raquira EPA to also 
considar coabinad risks posad by tha totality of pasticidas used 
on tha saaa crop. In astablishing or ravising tolarancas for any 
pasticida, EPA should considar tha total diatary risk which 
rasults fro« rasiduaa of all pasticidas which are lagally usad on 
tha comoditias. If thara ara four pasticidas usad on an appla 
in a singla growing saason, EPA should ba abla to aasura tha 
public not just that aach pasticidas* rasiduaa ara safa but that 
aating tha appla with all four kinds of rasiduaa is safa. EPA 
■ust also saak battar inforvation on poasibla synargisBs batwaan 
pesticides usad in coabination, which night greatly increase 
risk. 

4. Deadlines for BPA's obligations under tha statute should 

bf ttt tn ggagrtii' 

MRDC has found that legislation which lacks statutory 
deadlines for Agency action are often not inpleaented in a tiaaly 
fashion. Often this occurs because the Agency has aany other 
responsibilities, and tha Agency assigns lower priority to thoaa 
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r«quir«a*nts which Congress failed to assign explicit, 
•nforcsabls tisstablss. MRDC urgss ths COBnittss to sstablish 
tisstablss to hastsn ths rsduction of risk fron pssticidss in our 
food supply. Spscifically, vs bsllsvs that ths Coanittss should 
establish an sxpllclt tissfrass for EPA*s rsvisw of currant 
tolsrancss or sxssptions to dstsmins irtisthsr ths tolsrancss ars 
adsquats and whsthsr sore couplets toxicity or rssidus chesistry 
data ars nssdsd. 

Slnilarly, whsn data ars dsnandsd by EPA, EPA should bs 
rsquirsd by ths Isgislatlon to grant no sors than 4 ysars, ths 
tias nssdsd for ths sost slaborato chronic toxicity tosts, for 
ths data subsisslon. Ordinarily data should bs subsittsd within 
a ysar, bscauss in 1984 EPA rsquirsd rsgistrants to undsrtaks ths 
tins-consuming chronic toxicity tssts for nost food uss 
pssticidss. 

5. H-a. 4«37 Should rsouirs »BA to set tolsrancss for 
HJBsrtH inyrsdisnta or Bstabolitsa of pssticidss , 

Ths fsderal pesticide law distinguishes bstwssn activs 
ingredients, which kill, repel or otherwise control pests, and 
so-callsd "insrt" ingrsdients, substancss which ars ussd to 
dilute, propel or stabilize ths active ingredient.^' In sany 
instancss, ths non-activs ingrsdients ars sxtrsssly toxic 



^' Ths Fsderal Insecticide, Fungicide and Rodenticide Act, 
(FIFRA), 7 U.^.C. S 136(a) and S 136(a). 
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from regulation under the FDCA. NRDC believes that current lav 
requires EPA to set tolerances for these ingredients. However, 
we fear that litigation may be necessary to activate EPA to set 
tolerances for these dangerous pesticide ingredients. The 
bill implicitly allows EPA to continue the food uses of dangerous 
pesticide ingredients which are p«sticidally inactive. This is 
unnecessary and unjustifiable. Because many so-called inert 
ingredients are actually extremely toxic chemicals, there may be 
instances in which the pesticide may pose excessive risks not 
because of the active ingredient but instead because of the 
substance used to dilute, propel, or stabilize the formulation. 
Inert ingredients are in no %ray essential to the pesticide 
product. If a manufacturer wants to continue to use the active 
ingredient in or on food, the manufacturer should substitute an 
innocuous ingredient for the one posing a significant health 
threat. EPA should never allow residues of an inert ingredient 
to pose a health hazard. 

«. H.R. 4937 should grant BBA nee^^a m— 4 nent haserdw 
authoritT to modify or revets toleranoes. 

The current procedure for modifying or revoking tolerances 
is far too cumbersome to effectively protect the public when EPA 



EPA rftcantly listed 57 inert pesticide ingredients of 
t ox i CO logical concern » 52 Federal Register 13305, April 22, 
1987 Included on EPA's list were extremely dangerous chemicals, 
SDintt of thinq rvatrlcted or cancelled by EPA, such as benzene, 
carbon tfitrachlorida, chloroform, formaldehyde, and mercury 
oleate. 
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discovers a p«8ticldtt posMt a siabstantial thr«at to public 
hMlth. EPA Assistant Administrator Moors tsstifisd that 
rsBoving a dangsrous pssticids from ths food supply could sasily 
taks ysars.^ Thsrefors, food safety legislation should include 
a section authorizing EPA to issue an order to sodify or revoke a 
tolerance when "necessary to prevent an imminent hazard to public 
health." 

7. H.R. 4937 Should reonire praetioal methods of deteetina 
psstieide residues before a toleranee is granted. 

Pesticides should not be used on food if FDA cannot readily 
detect the residues in food. Without the ability to detect 
residues, FDA cannot enforce EPA's tolerances and therefore 
cannot offer even the most rudimentary protection for consumers. 

H.R. 4937 should require all petitions for tolerances to 
include a practical method for detecting residues and thereby 
enforcing the tolerance. The bill should establish that a method 
will not be considered practical unless it can be performed by 
the FDA on a routine basis with the personnel, equipment, and 
other resources available to the Agency. Establishing practical 
detection methods before granting food uses for pesticides is 
essential if FDA is to stop violative shipments from being 
consumed by an unsuspecting public. 



Testimony of John A. Moore, Jtine 8, 1987, supra , p. 172. 
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le gMTieiDM M lOOM, 

Thtt DslaiMy claus« is widely believed to prohibit all 
carcinogens in food. This is a hopsful but erronaous view. The 
Dalanay clause does not even prohibit all carcinogenic pesticides 
in food. Delaney applies only to a relatively narrow category of 
pesticides used in or on food. Even when the Delaney clause 
applies, the agencies charged with the inplesentation have 
routinely ignored or cleverly side-stepped the restriction." 

The FDCA includes two provisions which provide the authority 
for EPA's regulation of pesticides in food. The general safety 
standard of section 408^ applies to raw foods such as apples and 



Congress itself created sobs exclusions from the 
application of the Delaney clause, including the 1962 DES proviso 
and the clause exempting substances permitted as. food additives 
before 1958 (the "prior sanction" exception) . Numerous legally 
questionable exceptions to the Delaney clause have also been 
devised by the FDA, including the "sensitivity of method" (SON) 
policy, "secondary mechaniem" exception, the "constituents 
policy", and FDA's recently overruled "de minimis" 
interpretation. Sift National Academy of Sciences, Bocunl on 
Agriculture, Rtgylatinq PMtigidt§ in rgvU; Tha DtlflntY ParfldQX> 

1987, hereinafter NAS, pp. 37-40; Richard A. Kerrill, "FDA*8 
Implementation of the Delaney Clause: Repudiation of 
Congressional Choice or Reasoned Adaptation to Scientific 
Progress?", 5 YALE J. ON REG. 21-29, 41-49 (1988); and Public 
Citizen v. Young, 831 F.2d 1108 (D.C. Cir. 1987). 

^ "The Administrator shall promulgate regulations 
establishing tolerances with respect to the use in or on raw 
agricultural commodities of poisonous or deleterious pesticide 
chemicals and of pesticide chemicals which are not generally 
recognized, among experts qualified by scientific training and 
experience to evaluate the safety of pesticide chemicals, as safe 
for use, to the extent necessarv to protect the public health. 
In establishing any such regulation, the Administrator shall give 
appropriate consideration, among other relevant factors (1) to 
the necessity for the production of an adequate, wholesome, aind 
economical food supply; (2) to the other ways in which the 
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toaatotts, and to aany procass^d foods, such as frossn, millsd and 
prepared foods. Section 409, including the food additives 
Delaney Clause^, applies to pesticides in those processed foods 
in which pesticide residues concentrate above the legal limits. 
^ Such concentration occurs in certain heat-processed foods 
such as applesauce and tomato paste. 

The two FDCA pesticide standards are not consistently 
interpreted, nor are they consistently applied. Most 
coanentators, including until recently both FDA and EPA, 
interpret the Delaney clause as a nearly categorical prohibition 



consimar may be affected by the same pesticide chesical or by 
other related substances that ara poisonoufi or deleterious; and 
p} to tha Qpinion submitted vith a certification of usefulness 
under subjection (1) of this section . .•• FDCA, f 408(b), 21 
U.S.C. f 346(b) (1982), ei pphaqiB add g4- 

° In the Fadaral Food, Drug and CoHuwtlc Act, there are 
actually three Delaney clauses ^ one for each of three categories 
of fiubstanc«H — food additives, color adiditivea, and aniP4l drugs- 
-vhich may leave residues in food Pesticide residues are 
regulated by the food additiv«B Dalaney clauaa, vhicji was addad 
to the statute in 1958 The relevant part of the food additlveo 
section reads as follows: 

(3) Nc such rflguiation shall issue if a fair evaluation of 
the data before the Secretary — 

(A) fails to flatablish that ttia proposed use sf tha fsod 
additive, midar the conditions of use to be specified in the 
regulation, will be safe: ZMSliftdp Th &t tlQ flddJ^lV* ahflll bft 

dMfltd to bg jaaf^ if it JB fg^n^ tQ ina^^^g gflnccr vhcn ingegtqd 
bv man or animal, or if it Ib found, aftar teats which are 
<ppgOpriat» gqc thg ^^alviflti^^n ?g th^ aaJsty gf fgpd aaditlYtgi 
tQ lindMCg gfln^^f in m^ jgj:^ ftniff^.! . . , . Federal rood. Drug and 
Cosmetic Act, $ 409 (c) {3), 21 U.S.C. f 34B(o)(l), smphasis added. 

^ FDCA's definition of "food additive" excludes 
"pesticides on raw agricultural commodities." 21 U.S.C. f 321(s). 
Also B^amptad are processed foods "%^ere the concentration of 
residue ■ . , is not greater than the tolerance prescribed for 
the raw agricultural commodity." Id* at f 402, 21 U.S.C. S 
342(a)(2)(c). 
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on thm U8tt of cancer-causing substancas within its scopa. But 
FDA intarprats tha ganaral safaty clausa as pamitting tha usa of 
carcinogans on raw foods, so long as the risk thay posa is not 
greater than 1 x 10'*, or one cancer in a Billion parsons exposed 
over a lifetiae." EPA*s interpretation of its obligation under 
FDCA S408 to set tolerances "to the extent necessary to protect 
the public health" as iaqplicitly sodified by the risk-benefit 
standards of tha FIFRA is currently on appeal in a case brought 
by NRDC and other public interest groups.^ 

Only twice in the three decades since it becaaa law has EPA 
invoked the Delaney clause to refuse a new food use of a 
carcinogenic pesticide.^ Neither EPA nor FDA has cited the 
Delaney clausa to justify banning an existing food use of a 
carcinogen since Congress overturned FDA's attespt to' ban 
saccharin in 1977." 

EPA does not adequately enforce the rigorous Delaney clause 
for the protection of the public from pesticides even in those 
processed food to which it unequivocally applies. Carcinogenic 



1987) . 

^ FDA invoked the Delaney clause only four times to 
prohibit the use of a substance in food. Merrill, saora. . p. 9. 
The National AcAd«]&y of Sciences identified only tvo LnfitancAa in 
which tha DelAfiey clause was the basis of EPA's deriUl of 
tolerances for paBtleide* in food: fosetyl al and peraethrin. 
NAS, fiUB£A» PP* 92-93. 

" Saccharin Study and Labeling Act, Pub. L. No. 95-203, 91 
Stat. 1451 (1977). 
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pesticidMi including daBinosida, b«noayl, dicofol, chloro- 
b«nzilattt and tha BBOCs'* (athylanabidithiocarbawitas) ara known 
to concantrata in soma procassad foods, notwithstanding tha 
Dalanay prohibition. 

Tha National Acadaay of Sciancas raportad that EPA has 
grantad tolarancas for cancer-causing pasticidas on at least 31 
procassad foods." NAS identified som 809 processed forms of 
the comMdities treated with these carcinogenic pesticides.'^ 
No one can be certain about the number of foods for which 
processing unavoidably concentrates residues of pesticide 
chemicals, because EPA does not have complete data revealing the 
effects of processing on residues. However, the large 
discrepancy suggests that EPA is not implementing the Delaney 
clause to prohibit carcinogenic pesticidal food additives. 

Furthermore, the NAS also noted that the Agency has applied 
the Delaney clause almost exclusively to new pesticides and has 
virtually ignored the clause's application to pesticides 
registered before 1972.^ EPA*s failure to enforce the Delaney 
clause with regard to pesticides already on tha market has meant 
that what was intended by Congress to be a potent weapon against 



'^ A class of fungicides, including Naneb, Nancosab, 
Natiram, Nabam, and Zineb, which ara asetensively used in the U.S. 
and world wide on fruits and vegetables. 



'^ NAS, lUBca, p. 64. 

^ NAS, lUBCft/ PP* 40-41. 
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carcinog«ns in our di^ts has provided little protection from 
dangerous pesticides. H.R. 4937 should be amended to enhance the 
public's protection from carcinogenic pesticide residues in food. 
As drafted, the bill could be implemented to undercut the limited 
protection the lav now demands. 

zv. iHtm nmTAiiT eiAnsB la yiTM. to m moctctiom ot ora food 

gffpm nwM ciKcnwwitic wwn mpitiyib. roop MPmYM-jm 

Many food industry representatives, as well as the current 
Food and Drug Administration, have sought to amend or repeal the 
three Delaney clauses in the FDCA." NRDC strongly opposes any 
such effort. We would vehemently oppose amendments, even if 
coupled with improvements to the regulation of pesticides, which 
xandermine the strict Delaney prohibition on carcinogenic food 
additives, animal drugs or color additives. Improved safety of 
the pesticides used in our food supply must not be achieved at 
the expense of increasing the hazards from other carcinogenic 
substances in food. 



" FDA representatives recently told the House Energy and 
Commerce Committee: "We believe that this [negligible risk**] 
reasoning reflects good public policy and should also apply to 
other substances regulated by FDA that are subject to Delaney 
provisions." Testimony of John N. Taylor, Associate Commissioner 
for Regulatory Affairs, Food and Drug Administration, before the 
Health and Environment Subcommittee, House Energy and Commerce 
Committee, June 23, 1988, p. 4. 
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Thank you for th* opportunity to testify on this laportant 
legislation. I look forward to working with tha Comittaa on 
this and other legislation needed to enhance public health 
protection from pesticides in our food and in our environment. 
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My naae Is Lawrence T. Grahaa. I aa the Executive Vice 
President for Public Affairs of the National Food Processors 
Association. With me is Mr. Jack L. Cooper, Director, 
Environmental Affairs for NFPA and Mr. Clausen Ely of 
Covington & Burling, counsel to the Association. 

We appreciate the opportunity to appear today. Please 
keep in mind that the views that will be expressed have not 
yet been thoroughly discussed with the membership. 
Therefore, I ask that you keep in mind the fact that we will 
be continuing to refine our position on the bill as we hear 
more comments from our membership. 

Before presenting our testimony, I would like to 
briefly describe the National Food Processors Association 
(NFPA). NFPA represents some 600 companies across the 
country, including most of the major food processing firms. 
Most of our members are involved with the processing of 
fruits, vegetables, meats, fish, and specialty products, and 
other members are involved in the manufacture of processing 
and packaging equipment and supplies. NFPA maintains and 
operates three food processing research laboratories where 
over 100 scientific personnel conduct studies on food 
safety, nutrients, and innovative technologies. 
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Research conducted by our laboratories and others have 
shown that most pesticide residues that may be present In or 
on raw agricultural products are removed during food 
processing operations, such as peeling, washing, blanching, 
milling and other processing operations. Thus, the vast 
majority of processed foods actually consumed contain 
residues far below the levels that may be found on raw 
agricultural products. 

We are pleased to support the following provisions of HR 
4937: 

Negligible Risk Standard - When the NAS report on the 
"Delaney Paradox" was Issued In May of last year, we 
testified that we supported the basic concept of negligible 
risk and the application of negligible risk criteria to 
tolerances for pesticide residues In both raw and processed 
foods. We stressed, however, that appropriate consideration 
of benefits should also be retained. We reiterate that 
support today and are pleased that H.R. 4937 embodies a 
negligible risk standard and provides for continued 
consideration of benefits In setting pesticide tolerances. 
We are also pleased that the bill provides EPA with 
sufficient authority to determine specific levels associated 
with a negligible risk based on evolving scientific data and 
principles. 
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Consistent Regulation of Foods - We support the principle 
expressed in the NAS report and embodied in this bill that 
the regulation of pesticide residues should be consistent 
for both fresh and processed foods. HR 4937 would 
accomplish this objective by regulating all foods vmder 
Section 408 of the FD&C Act. Pesticide residues in 
processed foods would no longer be regulated under the 
Delaney provision of Section 409. Importantly, the bill 
provides that all processed foods for which a tolerance has 
not been established would have the same tolerance as 
established for the raw agricultural commodity, unless EPA 
determined that a higher tolerance was necessary and such a 
higher tolerance was in place. 

Use of Actual Residue Data in Risk Assessments - when 
evaluating the relative risks of pesticide chemicals, the 
bill %fould require the use of actual pesticide use and 
residue data to the greatest extent possible. This is an 
extremely important provision. 7he NAS "Delaney Paradox" 
report is based on the erroneous assumption that all- 
registered pesticides are used at the maximum application 
level and that they are present at the maximum residue level 
authorized by a tolerance. The use of real world pesticide 
use and residue data in risk assessments will result in more 
accurate and meaningful exposure assessments. 
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whlle we wholeheartedly support the above aspects of 
the bill, we believe that additional consideration should be 
given to the following issues: 

Wg^d fox FDA Action Levels - We recommend that the bill be 
amended to provide clear authority for the FDA to be able to 
issue action levels for pesticides that are present in the 
environment from past use and which unavoidably result in 
residues in or on raw agricultural commodities and processed 
foods. An example is the need for action levels for DDT 
that is present at detectable levels in or on some foods 
as a result of exposure of the food to the environment. 

Meed for A Statutory fteguirement that SPA TQlerancea ^nd WUA 
Action itevels Are Unlforro Across the Country - We recommend 
that the bill be amended to provide that all 
interested parties, especially state public health 
officials, should participate fully in the EPA pesticide 
tolerance setting process, but that when the EPA issues a 
final tolerance or the FDA issues a final action level, that 
those rules become uniform across the covmtry and may not be 
altered by state, county, or local governments. If a state, 
county or local government has Information that the 
established tolerances or action levels are not protective 
of public health, then they should offer that information to 
the EPA or FDA officials for their review and consideration. 
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The decision to revise the tolerance or action level should 
rest only with Federal officials. The food Industry needs a 
national system of uniform pesticide tolerances and action 
levels to effectively and efficiently market its products. 

Evaluation of Pesticide Effectiveness and Cost - Where EPA 
is required to evaluate the risks of an alternative 
pesticide having risks greater than an existing pesticide, 
the Agency should also be required to assess the 
effectiveness and cost of the alternative as well as the 
actual usage and residue data. 

Registration and Reregistration of Pesticides - We recommend 
that aspects of the bill concerning the registration and 
■reregistration of pesticides be considered in the overall 
context of the reauthorization of FIFRA. The amendments to 
the FD&C Act proposed in HR 4937 are important and deserve' 
consideration on their own merits. 

Integrated Pest Management - The proposed IPM initiative is 
laudable and can be supported by the agricultural community. 
In fact, many NFPA mefdsers are working with their growers to 
implement cost effective IPM programs that result in reduced 
pesticide usage. 
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International Marketplace - The National Food Processors 

Association has a long standing policy of working to ensure 

equal treatment for domestic food processors operating In 

the International marketplace. The Issue of pesticide 

regulation Is one where there Is potential for conflict 

between domestic and foreign laws. We support the need for 

vigorous enforcement of pesticide laws on both domestic and 

foreign producers. If US based firms are forced to comply 

with stricter standards than are their International 

competitors, they will be placed at a serious economic 

disadvantage. We ask that you keep this potential problem 

In mind as you work on this and other legislation In the 

pesticide area. 

Summary and Conclusions - We commend the work of Congressman 
Roberts and this subcommittee to develop a meaningful bill 
to address the pesticide tolerance Issues presented In the 
NAS report. We support the provisions of the bill which: 

* embody application of the negligible risk 
standard with consideration of benefits In setting 
pesticide tolerances; 

* provide for consistent regulation of foods under 
section 408 of the Act; and 

* provide for the use of actual residue data to the 
greatest extent possible In the evaluation of the 
relative risks of pesticides. 
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However, we believe that the bill could be improved by 
providing: 

* clear authority for FDA to issue action 

levels £or levels o£ pesticide residues that are 
unavoidably present due to their presence in the 
environment; 

« a statutory requirement for EPA Tolerances anci FDA 
action levels to be uniform across the country; 
and 

* that pesticide registration and reregistration 
issues be omitted in favor of consideration in the 
overall context of FIFRA reauthorization. 

As we stated at the outset of our statement, we will be 
working with our members over the coming weeks to further 
develop and refine our views and positions on the bill. We 
will keep you informed if any of our policies or positions 
change as a result of our continuing discussions with our 
members . 

We appreciate this opportunity to present our comments 
and would be pleased to respond to any questions. 
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